-

Bo

h—4

-
®
I—I
-

MOHI'OJI VJICBIH XVYVIib 3YH,
JIOTOO/ X3PTUMH CAMI

3acrviin raspeid V Baip, B.lUupanassuitd ryaamx 8/4,
YuHrantai ayypar, Ynaanbaarap xor, 15160
Yrac/®axc: (976-51) 26 75 33,

Llaxum wyypax: info@mojha.gov.mn,

Liaxum xyyaac: www.mojha.gov.mn

075 0678 o 2SELAT

ranait L0454 4 Bum No & ZLE o

OPYYN MOHAWVH CAMAbIH
YYP3I MYMLITIarYy
T.MEHXCAMXAH TAHAA

“OM, 3MHANrMIAH  X3PaIrcan, SMUIAH  YIANYNary

Boauc,

3pYyn MIHOWAH HAIMINT  OyTaaraaxyyHUnr

BypTrax xypam” 6atnax Tyxai pyyn M3HAUAH cangbiH
2025 oHbl 05 gyraap capblH 26-Hbl egpuiiH 206 gyraap
Tylaansir 3axvmpraaHbl €peHXUI XyYnuitH garyy xsaHaag
3axupraaHbl X3M X3MXKI3HWUWA aKTbIH YNCbIH HArAC3H

CaHrMiH 79272 pyraapT OypTracHUiAr  yyrasp
XYPryynas.
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3axupraaHbl XaM X3MIK3IIHUA
aKTbiH YNChIH HOTSC3H GypTrang
2025 onbl Q6 capbid .4L-Hbl
| enpuiin T212ayraapr 6ypTras.
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MOHI'OJ1 YJICBIH
SPYYJ MOHUUH CANJIbIH
TYHIAAJ

0_4_2_!{ OHbI ﬂ"{ r:apbwlﬁ eaep Ayraap m Ynaaxbaarap xoT

. " 3M, SMHAATIAH X3P3rcan, aMuitH yiinynary
. Boawnc, apyyn MaHAWAH HOMaNT
OyTaaraaxyyHwitr BypTrax xypam

Motron ¥YnceiH 3acriniii raspbiH Tyxai XyynuinH 24 yraap 3ynuitH 2 4axb X3car,
OM, SMHINMUIH XOPArcNUitH Tyxain XyynuinH 15 ayraap ayinuitH 15.4 aax xacruir TyC
Tyc yHA3CcNaH TYLWAAX Hb:

1. "9OM, amuitH yinunary Goaucbir GypTrax xypam'-bir HIrAyrasp, “OMHAAMMITH
X3p3rcnuitr BypTrax xypam’-bir xoépayraap, “pyyn MOHAUAH HOMANT ByTa3raaxyyHUIAr
Byptrax >kypam“-bir rypasayraap, “BypTronuiii  eprefnnitH  MasrTbid 3areap’-bir
AepeBayrasp, “bypTranuitd rapyunrasHuii 3areap’-bir TaBayraap xascpanTtaap Tyc Tyc
Batancyran.

2. OHaxyy TyllaanblH X3parkWnTwr Xawrax, 3m, 3MUUIH yhnynary 6oguc,
OMHINIUAH  X3PBrcan, 9pyyn MIHAUAH HIMANT ByTa3rasXyyHMMA BypTronuitH  yin
axunnaraar 30XMOH Danryymk awunnaxbir 3M, SMHBAMMAH X3DIrCNWAH XAHANT,
30xuLyynanTeiH rasap (H.OpasHabasp)-1 gaanracyrai.

3. TywaanblH X3parkunTaa XaHanT TaBbX aXunnaxbir TOPUAH HapUitH BUUruitH

4. OHo Tywaan GaTnaracadTant xonborgyynad 3pyyn MIHAWAH canabiH “Om,
SMWAH yiinunary 6oauc, BUonoruitH AsBXT BYTISrA3XYYHWUIA BYPTraNnitH xypam 6aTnax
Tyxan" 2019 oHbl A/295 pyraap Tywaaneis 1, 3, 4 gyrasp xascpantyya, “Tywaana
HeMBNT, eepunenT opyynax Tyxan” 2023 oHbl A/176 ayraap Tywaansir TyC TYC XYHUHIyi
Bonconn Tooucyran.
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11.9M, sMUAH yinunary Boancelr BypTrax, 6ypTrannif_a__qg§;1gf_x_J':_gpyyggx,___ xgrghaar

cyHrax, GypTronuiar TyAranayynax, XyuuHryn 60onrox, BypTranaac xacax (Uaawwvp
“GypTran’ rox) xapunuaar 3HaXyy Xypmaap 30xuuyynHa.

1.2.BYPTrannitH axbiH anbaHb! yypruir FYRLITIaX HANKMAT OM, IMHINTUAH X3parcnunnH
XSHANT, 30XWLyyNanTbiH raspbiH AaprbiH Tylwaanaap TOMUIHO.

1.3.0M. aMuiAH yinunary Goguceir BypTrox, bypTrana eepynent opyynax, xyrauaar
cyHrax, TYAranayynax, bypTranasc xacax acyyansir OMUIH 3eBnen WWAABIPMIIHI.

1.4.5M, 3MUIH 3MUIAH yianunary Goaunckir 5 Xun TyTama CyHrax, rapuMnrad onroHo.

1.5.6ypTranuith 6apumT BUYrMAH YHIH 388, Gypar ByTaH Bananeir BypTryynary Tan
Bypax xapuyuHa.

1.6.BypTranuitd yun axunnaraa, WNAAB3PT3A XxoNBoOTON MapraaH yycax TOXWonaoiA
TOpPenxCceH M3IpralnnitH dMHINAT, 3pyyn M3IHAWAH AaMHbl A3Pr3fdx M3PraxUtH
canbap 3eBnen acxyn 3MuiH 3eBnen GonoH Spyyn MaHAwiH Gairyynnaraac
LWUNHKI3UANIH BArvir TOMUIIOH @Xnnnyynx 6onHo.

1.7 OMUiAH 388N6N Hb BYPTraNVAH yin axunnaraaTai xonbooToiroop LWwaapanararan
TOXVMONAONA 3apUM YANAB3IPNAryT3N rasap A39p Ho TaHunuax darniar MUt 3esnen,
acyypan xapwyucaH anbad TyliaantaH, LWIMHXI34YMAH BYpanaaxyyHTan TOMUNOH
axunnyymk 60nHo.

Xoép. BypTrana 6apuMTnax 3apinm

219w, oMuiAH yinunard Boguckir GypTryynax xycant raprard Hb OM, 3MHINMIAH
X3P3rCNUIH Tyxai XyynniH 16 gyraap 3ywnuink 16.1 43X X3CarT 3aacaH XYYNVIAH 3Tras4

(uaaLmp BypTryynar rax) Banna.

2.2.bypTranuidH Tanaap WWAABAP rapraxgaa XaHramx, XypTa3amxuitH  boanoroa
HUMLICOH 3CAX, 3annLryi Waapanararan aMuiH xarcaant, 3CXxyn 3MHON3YWAH 3aaeap
yONPAAMXAL  OPCOH Gaypan, SMHINMUAH  TycrnamxX VANUYUNTIZHAA  XIP3ruU33,
Wwaapanarbir Yyxanyumk, 3MUAH udaHap, aloynryi Gaipan, YAnNANWAH MA3BXMIAH
Tanaapx cyaanraaHbl matepuani AyH WWHXUATS3 XUNCOH LUMHK334YMIAH AYTHI3NT,
nabopaTopuiH WNHKMAr39HUA [YH, Waapanaratain Toxuongona SMHA-Hbl A3Prafax
Mapra}nuinH candap 3esnen GonoH DMUIH 3eBnenuitH canbap 3eBnennitH caxan,

AYTHINTUAT YHASCN3H3.

2.3.9M, 3MHIAMUIAH X3P3rcnnitH Tyxaw xyynunH 16.9 6onoH 16.10-T 3aacaH aMWir
TypraBunncax Baitpnaap OypTraHa.

2 4 DMuiH  30XUALlYYyNanTbiH  YHOMr3araap [anxuitH apyyn M3IHANAH Bavryynnara
(uaawug “AOMB" rax)-a Xyn3oH 30BLOOPOrACOH 3MUAH 30XULYYNanTbiH 3pX Byxui
Ganryynnara (uaawug A3MB-biH  xarcaantad OpPCOH SMWUAH  30XMUyynanTblH
Baiiryynnara rax)-tan yncelt manaannuniir AOMB-biH anfaH EcHbl Laxum xyyaacHaac

aBHa.
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2 5.[13MB-4 XYNa3H 36BLUSOPErACOH 3MUAH 30XMLYYyNnanTbiH 3pX Byxuih Ganryynnarbii
arcaanT pyy WWmkux Luatana Oaitraa aMuiH xaTyy 30XuLyynanTTan yncbiH 3Muir
TYPraBYnMncaH xypmaap bGypTtrax Ga mapaannuir AOMB-biH anbaH €cHbl Laxum
XyyfacHaac asHa.

2.6.MamMlur, HUATMWAH 3Spyyn MOHAWAH HouToWh Danpan sapnacad yea AapanTtan
OPUMOOP X3PIrNax aM, BakuwH OOMOH LWWH3 3M, BaKUWHbBI X3P3IrNIIHA rapax
XyralaaHaac xamaapaH 3MHON3yVMH 3aaBap yAnpAamKua Tycraraca BonosY wXUn
TECTaI opnyynax M BaixryiAraac 3MHINTUAH Tycnamx YIANYUNraa 4Oronaox 3pcadnTan
HexUena TyxaiH apx Dyxui Banryynnaraac 3ax 333M4 raprax Hexuent 3eBlUBBPEnN
ONFOCOH aMuiir HexLenT BypTranasp BypTrax 6onHo.

2.7 HexuenT 6ypTranaap OypTryynax M, BakUMH Hb LUUHKI3X yXaaHbl HOTONIOOHA
TYyNryypnacaH, 3MH3N3YAH M3A33nan, 3pcAdn yp awrniiH cyganraaHf, YHASCNIC3H,
MoHron YnchiH 3MH3M3YiH 3aasap yaMpaamx, Typ 3aasapT OpCoH baitHa.

2 8 HexuenT 6GypTronasp oM, Bakuwebir OGypTraxaa  [Aanxuid Opyyn MaHaninH
BauryynnarsiH (Uaawmng AN3MBE rax) sapanTtai ropumoop X3p3rnax }arcaant (EUL)-a
opcoH, 3cxyn [3Mb-biH xarcaantag OPCOH IMUAH 30XuUyynanTbiH Danryynnaraac
ONFOCOH HEXLIBNT 36BLUSEPNVIT YHAICIIHSI.

2.9.HexuenT OypTranuiiH XYY4UHT3W Xyrauaar ramunr, HUArMWAH 3pYyYyNn MaHAWMAH
HouTol Banpgan sapnacax xyrauaa 6onoH Bycan yncaac onrocoH HexuenT BypTranuiH
xyrauaar xapranaas OMuiH 3esnen Tyxai Gyp TOrTooHo.

2.10.HexuenT BypTranaap DypTracaH aM, BaKUWH Hb 3MH3N3YWH yaupaamx, 3aaeap, Typ
3aaBpaac xacaragcaH TOXMONAONA 3eBLUSepnMAr uyunax acyyanbir OMUIAH 3eBNen
WMAABIPN3HI.

2.11.J10TOOABIH YANABIPWAH SMWAH YHACOH YANUNIM Boauckir BypTryyncaH GaiHa.
(JoTOOAbIH YNABIPUIAH yNAMXNANT 3M3HA xamaapaxryv).

2 12 Wxun yHACaH yn4nard boanc, TyH, xan6apTanrasc 10-aac 433W yWNABIPNAr4IIC
BypTraracaH amuir BypTrax bon TenBepwiir 3 AaxvH HAIMArAyy/mK TenHe. (9Hs 3aant
TYPraBuMNCaH BYpTran, AOTCOALIH YNABIPUAH SMIHA xamaapaxryn).

2.13.Har yiAnAB3pNardunitH Wun YHACSH yinunary Goauc, TYH XaMxKad, xanbap Oyxni
IMUIAT XOEp eep XyaanaaaHbl Hapaap OypTroxryq.

2.14 BypTryynaxaap XyCcanT WPYYImDK Dy maHcyypyynax, c3aTralsa Heneet 3m Hb
MoHron YcbliH 3MH3NTUAH TYCNamX, YAN4YUNradHa Xaparnax MaHcyypyynax, Catralsa
HENeeT 3MWItH arcaanTtag opcoH banHa.

2.15.BypTranuiti 6ara xamxaaH1i OOPUNONTUAT DM, IMHINTUAH XIPIrCMIH XAHANT,
30XULYYYNanTblH rasap WuiaB3pnaHa.

2.16.3MB-biH xarcaantan OPcoH IMAAH 30XMLYYNanTbIH Banryynnara dyxui yncaa
BeeHEBp YANABIPNICIH OYTIArAdXYYHUAT YHASCHWIA YIANABIPNAMY XWKUINSH caBnax
X3p3rnasHA rapraxag “Om YANAB3PN3NNAH 30XNCTON nanan’-blH WwWaapanara xaHracaH
Ganx Ba sMUAH xo€pAaory casnanT A33p AOTOOAbIH YANABIPUIAH HIP XaArunr casnacan
VInABap raarasp Aasxap OnyHa.

2.17.YHA3CHWA YANABAPNArdY Hb TyxanH BeeH 6yToearaaxyyHuiir Mowron Yncag
BypTryynary Hb DaiHa.




2 18.YNawpknanT JKopbir OpuMH YEeWdAH BMuitH xanbspT  opyyncaH AOTOOAbIH
VANABIPUAH OMUIAH LLIOWIO Hb XyAanaaaHsl HOPLINISC rapxa YHAC3H ynamxnanT
OPbIH HOPLWNWAT BuycaH BanHa.

Mypas. BypTrana TaBuraax waapanara

3.1.BypTryynax oM, SMWAH yAnunary foanc Hb Hb Aapaax lWwaapAnarbir XasHracaH
fanHa. YYHA:

3.1.1 . lnuens asamuunry Har barxaac yn xamaap4 IMUAH 3UCUIH DYT33raaxyyH
Tyc OypuitH ynnasspnard He OM. 3MHOMTUMIAH X3IPArCiUAH Tyxail XyynuiH 16.3.2-1
saacaH "OM ynABapN3NUitH 30XUCTON pnanan” (GMP)-biH Wwaapanara xaHracaH banx;

3.1.2.AMNOPTbIH 3MWAH XyBbA OM, 3MHINTUAH X3P3rCANMH Tyxan Xyynui
15.3.3-T 3@acaH rapuunraaTan banx;

3.1.3.9MuiH uaHap, awoynryi 6Gaigan, yWnanuiH  WAIBX, Hanpnara, TyH,
TOrTBOPTOI 6aitaan Hb WNHXKNSX yxaaHsl TYPLWMUNT Cyaanraaraap TOrTOOrACOH Dawx;

3.1.4.OMUIAH XBP3rnax, XOpWUriox 3aanTt, rax Henese, TYHITMAH XA3raap Hb
IMHON3YIH TypLUMATaap HOTNOMACOH BaiX;

3.1.5.9M Hb rapan yyCnuiH yncblH apx Byxuit bairyynnaraac onrocoH 3ax 333n4
raprax 3eslueepenTai banx;

3.1.6.AMnopTLIH 3M Hb TyXanH yRnasspnary yncaa BypTraraax, 3-aac AoOLWryr
WM X3ParnacaH bainx;

3.1.7.mnopTbIH 3M Hb Bycan 5-aac pooLuryit yncag 6yprraraceH acxyn AOMb-
bIH arcaantaz OPCOH SMWUWH 30XuULyynanTbiH Baitryynnaratain yncag BypTraracaH
GETS

3.1.8. 13MB-aac ypbauuncaH batanraaxunt XVAA3r BaKUMH, CYpPbearuiiH 3m Hb
TyxaiH batanraaxunTtag xamparacaH Banx;

3.1.9.EpeHxuii HIpLWNMAH 3M Hb BUO3KBMBANEHT YaHapbiH cyaanraaraap
BUOIKBMBANEHT BONOX Hb TOTOOrACOH Baix; (3H3 3aanT 2027 oHbl 01 ayrasp capbiH
01-Hu eaep XyPTaN AOTOOALIH YANABIPUIH 3MIHA xamaapaxryw),

3.2.BypTranuitH 6apumT Suumr He MoHron, Anrnu, Opoc X3nHuii anb Har A33p BarHa.

3.3.BypTryynax aMwiiH caBnant, Xasrnant, Wowro, T3MAIINIras Hb OM, 3MHANMMAH
X3P3rcnmitH Tyxain XyynuiH 25 ayraap 3yVANUIAH 25.1 A3X X3CArTaN HUMLIC3H M3a33NNNIAr
aryyncaH xasrnant Hb MoHron, AHrmw, Opoc XaNnHWi anb Har A33p AarHacaH 3cxyn
Bycan yncbiH X3NT3A XOCOCOH Bamx DonHo.

3.4. OMUH X3PIrnax 3aasap Hb OM, 3MHANTUAH X3pIrcnviH Tyxait XyynunH 25 gyraap
ayvnuitd 25.2 aaxb X3carT 3aacaH mMaaaannuiar aryynca, MoHron xanasp op4yyncat
banHa.

Nepes. BypTranuitH yan axunnaraa

4.1.9M, SMHINMUAH XIPArcNUiH XAHANT, 30XuUyynanTbiH rasap Aapaax BYPTranvuinH yin
axunnaraar X3parkyysHa.

4.1.1.BypTryynarduid MpyysncaH 6ypTranuiti BapumTt BUYrMAr Wanrax XynasH
asax,

4.1.2.BypTranuitH 6apumT BUYUIT aHXAArY AyH WUWHXANT3 XUAX;

4 1.3.ViTramxnaracaH nabopaTopuitH WWHXNIT33HA Xampyynax,

4 1.4 BYPTronuiH WNHXIIYUAH AYTHINT rapryynax;

4.1.5.BypTranvith WUMAAB3P rapraxaj Wwaapanaratain MIA33NNMAH  Tanaap
BypTryynary, ywnasapnory, TyXavH YNCblH 3px Oyxuu panryynnaraac nasnaraa,
Toapyynra aBsax;

4.1.6.3MniH Xx3parnax 3aaBpbir batanraaxyynax,
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4.1.7.BYPTranuitH Xypaamxuir HOXaMXN3X;

4 1.8 lLlaapanaraTali TOXVONAOMNA IMUIH HaHap, aloynryn 6angan, IMUUNra3Huin
WA3BX, X3PAruaa, XypTasmKunH cypanraar pyyi mMaHAuiH Baitryynnara, TepuiH Byc
Gainryynnara, bypTryynard baaryynnara, cyanaa4aaap rapryynax,

4.1.9.BypTrannitH acyyansir xonboraox 3esnen, canbap sesnenuiH xypnaap
X3N3MLYYMK LWUNABIPNYYIIAX,

4.1.10.BypTronviti rapunnraar GypTryynard Ganryynnarag onrox, xyynoapbir
apxvsnax;

4.1.11.OMWiIlH 36BNENWIAH XypanaaaHbl LWMAABIPWAT YHAICNIH OypTranuiH
UaxvM M3A33HWA caHA OopyyncaH IMm, aMUiH  yrnunary  6oancbiH M3A39NNAIAT
baranraaxyynax;

4.1.12.BypTranuitH yiin axunnaraaTai x0n600TON M3AIINNUAT Laxum Xyyacaap
M3433N3X;

4.1.13.BypTracaH 9M, SMUIAH YAN4Nary GoANCBIH  apXuBblH GapuMT OUYrniH
Hyyunan, BypaH ByTaH Gaiankir xapuyuax, “ApxuB, anbaH Xapar xeTnenTuiH Tyxan”
XyynuitH aaryy xagaranamkuiiH HanK YYCraH, Xaaranax,

4.1.14. ApxusblH BapumT OnUrnir 3eBXeH anbaH X3paruasHa 3opuynax awvrnax,

4.1.15.BypTryynary Dauryynnarag uaxumm cucrema HIBTPAX 3PXWAr ONrox;

4 1.16.3MWIAH 36BNONUAH XypanaaaHaac Togpyynax 30punroop Xounwnyyncax
TOXMONACNA XONBOrAcX acyyAnbir TOAPYYNaH AaXUH XANIILYYSX.

4.2 BypTryynard baryynnara gapaax yypar XynasHa.

4.2 1.BypTranuiiH yitn axunnaraar xapuyLcas aXxunTHblr TOMUICOH Dalix bereen
BypTranuiiH acyyaan xapuyucaH axuntaH Hb AMHINTUIAH MIPraXkunTaH baiHa;

4.2.2.BypTronuitH  GapumTt  Budruur OM, SMH3IMMMAH X3PIrcruiiH - XsHanT,
30XMLYyNanTbiH raspbiH acyyaan xapuvyucaH MIproXuntHasp WwanryyncHel fapaa
axnblH 5 XxoHorT 6arraaH TepuitH (E-business) uaxum cuctema, BYpTryynax am, SMUIH
yiinunard 6oanceiH Maaaannvir Jlancmen M9A33HUIA caHz Byp3H OpyyIdK, UNrasx,

4.2.3.BYpTranvitH A33XUAr CTaHAapT 6oaMC, LWXHXWNTI9HUA apradnanbid XxamT
UTraMXNaracaH nabopartopua XynadanraH erex;

4.2 .4 BypTranuiti  GonoH BypTranuitH gapaax TasaanT CyaanraaHsl ABUAA
TyxaliH 3M, OMUAH  YANYNard Goaucelr ranaag, [AoOTOOAbIH  MTTOMXKNSrACIH
NaBopaTOPUIH WWHXWITA3HA Xampyynax TOXMONAONA rapax 3apanbir ynABapnary
acxyn BypTryynary OypaH xapuyuax;

4 2 5.BypTranvith Xypaamxuiir HIXaMXUNCsH Xyrauaadi Bapargyynax bereeg
WUHKO3UYUIAH  AyrHanT rapcaH OONMoH  WMHXMATSI  3X3MCHIIC XOWW BypTryynax
xycanTuir Byuaaxryw;

4.2.6.5ypTracaH amuiar 3ax 333n4 rapraxaaa BPaTanraaxcaH X3sparnax saaepbir
caBnanrag xascapraH Tyraax,

4.2.7.BypTranuiiH  LWIMAAB3P rapraxaj lWaapanarartan H3amanTt M3a33nnuiar
Npyynax;

4.2.8.BbypTryyncasH, OypTrana eepunent Opyyscax, BypTranuitH  xyrauaar
cyHracaH, BypTranaac xacyyncaH 3m, SMUMAH YAN4Nary 6o04nCbIH M3A33N3aN Nancmen
M333HMI CaHA BYpoH, YHOH 36B OPCOH 3C3X3A XsHANT TaBbX, M3/[9313N Opoory#,
ayTyy 6onoH Bypyy opcoH Bon OM, 3MHINTUIAH XAP3IrcNUinH XsHanNT, 30xuuyynanTbiH

rasapT Tyxan Byp Hb M3A3rAdX.

4.3.BypTranuiti yin axwnnaraa gapaax ye waTrTanraap 4op AypAcaH xyrauaana
X3PANKUHA. YYHA!

B Yin axunnaraa | Xyrayaa Xapuyuax 333}1_!

i. BypTronuiH  6apumT Guaruir | BypTranuitn - GapumT - Guuruir AxrblH anba
' tepuitH  (E-business)  uaxum | BypTranuiiH acyypan xapuyucad | bypTryynsmd
| cucTemA opyynax - | M3PrIKUNTHIIP WanryyJsx,
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6ypaH OGoncoH  TOXWMONAONA
BypTryynax am, SMUMAH YANUNard | axnbiH 5 XOHOIT  /HexuenT
BoauckiH Magaannuir “Licemed” | BypTran 1 xoHor

M3A33HWUIA caHf opyynax

Byptranuin  Gapumt  GuuurT | Byptranuitn - Gapumt  Buuaurt | AxnbiH anba
| @aHxgary AyH WUHXWAr33 XUAX OypaH Xynaax ascHaac XoWw
LaxnblH 5 XOHOrT  /HexuenTt
e | BypTran 2 xoHor

| BypTranvit Xypaamx | AHxaary AYH WMHXUNr3s | AwdlbiH anba,
HOXaMMU13X, TeNOep Baparayynax | XMiCH33c X0l axnblH 5 XoHOrT | bypTryynary

JNlabopaTtopuitH WUHXWAra3HA | BypTronuiiH 6apumT Guunr BypaH | AxnbiH anba,
xampyynax (TyprasuuncaH 6onoH | Xynasx ascHaac Xodw 1 capbliH | OM LUMHXIaX

| HeXUenT BypTrana xamaapaxryi) | AoTop natopartopw,
L 1L BypTryynary
| WWHXa94anAH AYrHanT raprax | JlabopaTopuiiH  LUMHXUAT3aHUi | AxnbiH anba,

AYH rapcHbl gapaa awibiH 15 | LWnHxkaay
' XOHOIT  /HexuenTt  GypTrang
axknblH 3-5 xoHor

| OMUIH 3eBnenuitH | LUMHX334niiH gyrHanT rapcHaac | AXnblH anba

l|xypan;:laai-laap X3ananuyynax xonw 1 capblH goTop /HexuenTt

| _ ) | 6ypTrang axnbiH 5 xoHorT

- Xypanpaatbl wunaaespwiar | Xypanaaaxsl TOMAarNan | AxnbiH anba,

| Xypryynax 3L3CN3H rapcHaac XOMW axnblH | bypTryynary

| 5 XoHorT

' XypangaaHaac XOWLWINyyncaH | 2 capblH AOTOP AxnblH anba,
Toxnongona OypTranuir aaxuH BypTryynary
X3N3NLYynax

'YnceiH  BypTranuiH  repunnraa | XypangaaHsbl TOMA3rnan | AxnblH anba
Buuvk onrox 3L3CN3H rapcHaac Xowl axJsiblH

i B 5 XoHorT

' Magaannuir “Licemed” | M3punnraa xynasnraH ercHesec | AxnblH anba

| M3A33HMI caHa 6aTanraaxyynax | XOMLW axblH 5 XOHOrT

5. BypTryynard Hb Aapaax maTtepuansir ypayynaH OM, 3MHINMUIAH X3P3rcNuiti XsHanT,
30XULYYNanTbiH raspbid DYpPTran xapuyucaH HaNKUA XYPryynHa.

5.1.3HruiK 6ypTranasp am BypTryynaxag Aapaax marepuansir BypayynHa.YyHA:

5.1.1.BypTryynary Ganryynnarbii am BypTryynax Tyxaw anbaH xycanT,

5.1.2.MoHron Yncag TyxaiH 3muidr OypTryynax epregnvidH  3x  XyBb
(Yinasapnaruuiii apx Byxuin anbaH TylwaanTHbl H3P, rapblH YC3r 3CXyNl Uaxum rapbi
ycar, Tamra TaMAarasp daTanraaxyyncad banHa),

51.3.Byprryynary Ganryynnara Hb TyxalH yinasopnarytai BauryyncaH am
BYpPTTYYNox rapasHuiA xyynbap xyBb; (BH3 3aanT A0TOOAbIH YWNABIPUAH OMIHA
xamaapaxrym);

5.1.4.OM yiAnaBapnanuitH 3oxucron gagan (GMP)-biH rapunnraa, acxyn TyxanH
yncbiH apx Byxui Bainryynnaraac onrocoH GMP-Taii ayauaxyiy Gapumt BuyrninH
xyynbap (BatanraaxyyncaH baiiHa),

5.1.5.1OMB-blH cepTudmKaTbiH CxeMuitH garyy apx Oyxuit Baliryynnaraac
ONrOCOH 3MWIAH BYT3BrAaXyyHW cepTudpmkaTbiH 3X XyBb. (OHS 3aanT [OTOOAbIH
YANABIPUAH IMIHA Xamaapaxryi),

5.1.6.Yianasapnary yncaaa OypTrarAcaH OYpTranuiH rapynnragHuii xyynoap.
(OHa 3aanT AOTOOAbIH YANABIPUAH 3MIHA Xamaapaxryit);




5.1.7.00MB-biH xarcaantag OpPCOH 30XxuuyynanTtelH Oauryynnararain yncapg
ByprraracaH acxyn 6ycag 5 yncap GypTraracsH OypTranvidH rapuunragHuin xyynbap
(BypTranuiiH xyrauaa ayycaarym, rapuvnrosHui xyynbapbir yinasapnary acxyn nuueHs
333MWArYUIAH Tamra Tamarasp OaTtanraaxyynaH wpyynax), (OHa 3aanT AOTOOAbIH
YANAB3PUIAH 3MIKA Xamaapaxryw);

5.1.8.MoHron yncag aHx ypaa am Oyptryymx Oawraa ywnasspnary 0Oon
YANAB3PMIAH TOBY TAHUNLYYNrbir MOHIoN X3nasp Opyyymixk upyynax;

5.1.9.YANABAapNaryniH 3UCUIH BYTIaraaxyyHa XUAC3H LWMHXWNTI3HUA AYHIMAH
aX XyBb, LUMHXWUNraaHuin baTtnargcad apraynan,

5.1.10.BypTryynax smuiH BYyTaH UyBpanbir XxampyyncaH YANABIPNINMUAH yin
fBUbIH cxem, BaTanraaxyynanT, BakuuH, 6mobanaManuiH XyBbh HUAT UyBparbiH
Tamaarnan (summary lot protocol);

5.1.11.OMUIAH YHAC3H yiAn4nary BoaucelH rapan yycan, bartanraaxyynant,

5.1.12.YUnAaBspnarymiiH  yHAC3H yununary 6GonoH Tycnax 6Goawc, aHxpard
caBnanTbliH MaTepvanbIr WUHXWNCAH WUHXUNT39HWA AVH;

5.1.13.O0MUAH XYHWMHTIM Xxyrauaar TOrTOOCOH J3-aac  [OOLWryA Lyspanbir
XaMpyyncaH TOrTBOpPTON YaHapblH cyAanraaHbl AyH;

5.1.14 EpeHxuin H3pWIMAH 9SMUAH XyBbA OWO3KBMBANEHTbLIH CyaanraaHbl
TaunaH, AyrHanT);

5.1.15.BakumHbl  XyBba ONOH yncag 3esleeperaceH  nabopaTtopuiiH
WUHXUNTI3HWUA AVH BONOH TyxalH yNcbiH 3px Byxui Danryynnaraac onrocoH Lyspanbir
4eneenceH ceprudmkaT acxyn TyxalH yncblH 3px Gyxua Ganryynnaraac OnrocoH
TYYHT3M ayiuaxyny 6apumT buyrniid Batanraa)kcaH Xysb;

5.1.16.BakumHbl  XyBbA 3pCASNUAH MEHEeXMeHTUiH Tenesneree (Risk
management plan)

5.1.17.lUnHe  SMuiAH  XyBbA 3MUIH  XOpYyy YaHap, (apMaKOKUHETUK,
thapmakoAuHaMnKUH cypanraaHbl AYyrHanT,

5.1.18.OMuitH xaparnax 3aaeap, MOHron xan pyy opyyynicaH opyyynrbiH XamT;

5.1.19.O9MuiH aHxpary 6onoH Xoépaord caBnanTblH BHreT A3Nraman 3sypar,
3arsap 433X  (yWnaBapnarymiitH - apx  Oyxui  9TrasguiiH  Tamra  TOMArasp
BartanraaxyyncaH baiHa), DypTranuinH 433X Hb HAanT xanbapTan bamx DonHo,

5.1.20.[loTooAblH YANABIPMAH 3aM (LUWHS 3M, EPOHXWUIA HIPLUAWAH 3M)-WiH
XBMKYYNINTUIAr 3M 3yiH canbap 3eBnenuiti Xypnaap XanafiuyyncaH Wuiaesp,

5.1.21. OM, SMHONTUIAH XAPArCAUAH XSHANT, 30XUUYYNanTbliH ra3pbiH YHA3CHWUIA
nasnaraa nabopaTtopu acxyn axbiH anbartaii rapaaTain NTramknNaracaH nabopaTtopuiiH
LWMHXUNTI3HUA OVH.

5.2.Typrasymncan BypTtrang dypayynax marepuan:

5.2.1. BypTryynary Ganryynnarsid 3am BypTryynax Tyxan anbaH xycanT;

5.2.2.MoHron Yncap TyXxalH SMuAr OypTryynax epreanumH 89X  XyBb
(Yinnsapnaruuith apx Byxvih anbaH TylwaanTHbl HAP, rapblH YC3r 3CXyn Uaxum rapbiH
ycar, TaMra TamAaraap baranraaxyyncad banHa),

5.2.3.OMm vitnasapnanuitH soxucton gagan (GMP)-bIH rap4unraa, acxyn TyxaunH
ynceliH spx Byxuin Gairyynnaraac onrocoH GMP-tait ayiuaxyiy GapumT BuurviiH
xyynbap (batanraaxyyncaH baiHa);

5.2.4. 13MB-biH cepTudukaTblH cxemuiiH aaryy apx OByxun 6anryynnaraac
ONrOCOH 3MUNH OVYTI3rAaXyYHUN cepTuduKaTbiH 3X XyBb. EBpPONbIH XONDOOHbI
yNcyyAblH XyBbA EBpONbIH 3MUIH 30XuUyynanTbiH apx Byxui Gairyynnara BypTraceH
6on EsponbiH X0NOOOHLI anb HAr YNCbIH SMUWH 30XWULYYNnanTeiH 3px Oyxun
Gaviryynnaraac GatanraaxcaH amwitH ByTaaraaxyyHuin ceptudukatran Bak 6onHo.
OMUiAH BYTaaraaxyyHuin ceptudukatas sMUAH OyTaaraaxyyHUin epeHxuin maassnan
(SmPC)-uitr xascapracaH bawHa.

5.2.5.Yanasspnary yncaaa OypTraracaH OypTranuiiH rapumnrasHuin xyynoéap.
EBponbiH X0n600HbI yncyyablH XyBbd EBpONbIH 3MWAH 30XMUYynanTbiH 3pX Oyxui




Ganryynnara He GypTraceH Gon EsponbiH xonbGooHbl anb Har yncag OypTraracaH
BYpTronuiiH rapunnrasHuin xyyndap Bamk B6onHo. (BypTranuiH xyrauaa gyycaaryw,
rapUUNragHuin xyynbapbir yinaeapnary acxyn NUUEH3 333MLWUIYUAH Tamra TaMArasp
BaranraaxyyncaH 6aiHa)

5.2.6.MoHron yncap aHux ygaa am Oyptryymk 6Gawnraa yianasapnardy 6on
YANABIPUIAH TOBY TAHUNLYYNTbIr MOHION X3MN33p OPYYYIK UpYYnax;

5.2.7.YANABIPNArYUiiH SUCUIAH BYTISrAdXYYHA XMACIH WWMHXUNTI3HUA AYHIMAH
3X XyBb,

5.2.8.O0MUAH XYYUHTIM Xyrauaar TOITOOCOH 3-aac AoOWryn uyspanbir
XampyyncaH TOrTBOpTOW YaHapblH CyaanraaHbl A3Nr9PIHIYNA TannaH, AyrHanT,

5.2.9.BakunH, 61obanamanuitd XyBb4, HUAT LyBpanbliH TaMA3rnan (summary lot
protocol);

5.2.10.BakumHbl  XyBb4 3pcA3NUiAH  MeHexXMeHTUWH Teneeneree (Risk
management plan)

52.11.BakuyuHbl  XyBbd OfOH yncag 3eBlweeperaceH nabopaTtopuitH
LWWHXWUNTaaHMM AYH BONOH TyxainH YNcelH apx Byxui Banryynnaraac onroccH Uyspanbir
4eneenceH ceptugukar ICXyn TyxalH yncblH apx Oyxuin Baitryynnaraac onrocoH
TYYHTOM Ayauaxyny bapumT BudrunH Batanraa)caH XyBb;

5.2.12.lUnHe SMWAH XyBbA SMWAH XOPOH YaHap, (apMakOKUHETUK,
thapmakogMHaMUKUAH cypanraaHbl AYrHanNT,

5.2.13.OMuitH xaparnax saasap, MoHron xan pyy opyyyncaH opyyynrolH XamT,

5.2.14.OmuitH aHxpary BonoH xoéppaord caenanTblH HreT A3Nraman 3ypar,
3arsap A33XK. bypTranuiti 423X Hb HaanT xanbapTan Bax 6onHo;

5.2.15.6HYMH IMUIAH XyBbA 3pYYN M3HAWNH carabiH Batancad MoHron YnceiH
OHYMH 3MUIAH XkarcaanTag OpPCHbIr HOTNOX BapuMmT,

5.3.Ynamxnant 600K ypramnelH rapantan am BypTryynaxasg bypayynax matepuan

5.3.1.bypTryynary 6airyynnarbid am OypTryynax Tyxan anbaH xycanr;

5.3.2.MoHron Yncag TyxalH aMuMAr OypTryynsx epreanuiiH  3X  XyBb
(YnnasapnardumH apx Byxuin anbaH TywaanTHbl H3P, rapbiH YCar 3cxyn Uaxum rapbiH
ycar, Tamra Tamarasp bartanraaxyyncaH banHa);

5.3.3.bypTryynary Ganryynnara Hb TyxawH YANABIpNaryTan OawryyncaH 3m
OypTryynax rapasHuin xyynbap xyBb (OHS 3aanT AOTOOAbIH YWNABIPUWAH OMIHA
xamaapaxrym),

5.3.4.0m ynnasapnanuid soxucron gagan (GMP)-bIH rapumnrag, acxyn TyxauH
yncelH apx Byxuit Gaitryynnaraac onrocon GMP-Taii ayiusxyiy Bapumt GuurniiH
xyynoap (batanraaxyyncax 6ainHa); (M, SMHANTUAH XOPArcnMinH Tyxan xyynuiH 60.1
Aa3x 3aantbiH garyy 2029 onbl 01 ayrasp capbiH 01-HUA  ea6p XYPTan AO0TOOAbIH
YANAB3APUIAH ynamxananT 3MaHg xamaapaxryi);

5.3.5.1O0MB-biH cepTuduKaTbiH CXeMUinlH garyy apx 6yxuin Bairyynnaraac
ONrOCOH 3MWIAH  BYTI3raAsxyyHUn cepTuduKaTbiH 39X XyBb 3CXYNn 3px  BDyxui
Gaiiryynnaraac ONrocoH TYYHTaW Ayiuaxyil BapumT Buuur. (SHS 3aant A0TOOAbIH
YANAB3PUIAH 3M3HA xamaapaxryn),

5.3.6.Yinasapnary yncpaa OypTrar4coH OYpTranuidH rapuyunrasHui Xyynbdap.
BypTranuintH xyrauaa gyycaaryi, rapuvnrassni xyynbapbir yinasapnard 3acxyn nuueHs
333MWMrYMNK  Tamra ToamAarasp 6OaTtanraaxyyncad 6anHa. (OH3 3aanTt A0TOOAbIH
YANABIPUIAH IMIHA Xxamaapaxryin);

5.3.7.Monron yncag aHx ygaa 3m Oyprtryymk 0Gawnraa ynnasspnary ©6on
YANAB3IPWUAH TOBY TaHNNLYYNrbir MOHION X3M133p OpPYYYK UPyynax;

5.3.8.YUNABapNarduiH aUCUNH OYTI3rA3XyYHA XUAC3H LUMHXKXUNTIHUIA AYHIUIAH
3X XyBb,

5.3.9.YIUnABapNarYuind  YHACAH yinunary 6onoH Tycnax 6oauc, axxaard
caBnanTblH MaTepuanbir LUAHXWICIH LWUHXWIT33HUA AYH,




5.3.10.OMUH  XY4MHTII Xxyrauaar TOrTOOCOH 3-aac Aoowryn Uyepanbir
xampyyJsicaH TOrTBOpTOW YaHapblH CyaanraaHs A3NrapaHryn Taunad, AyrHant,

5.3.11.BypTryynax amuiH OyTeH UyBpanbir xampyyncad YANAB3PNANUAH
npouecc, YAn axunnaraaHbl CXem,

5.3.12.[loTooAbIH YANABIPUAH yNnamiknanT 3M He ynamxnant aHaraax yxaaHbl
9% CypBamKNA YHAICN3H 3MUINH XOPbIr TOFTOOCOH Tanaapx M3423n3n,

5.3.13. ]oTooAbIH YANABIPUIAH yNnamxnanT 3m Hb yniaminant aHaraax yxaaHbil
ax CypBamknA YHAICNICHUIAT HOTNIOX MIA3ANANT,

5.3.14.9M, 3MHINTWAH X3PIrcnWitH YHA3CHWIA nasnaraa naboparopu acxyn
axnblH anbaTai rapasTalt UTFAMXIUIANACIH nabopaTopuitt LWMHXUNTI3HUA OYH;

5.3.15.®apmakonein Tycraary ypramibiH yianunary GOAUCHIH 3MH3N3YMH
OMHBX amMbTaHA XWIC3H 3M cyanarn, Xop cyanan, OMHAN3YIAH Yp Henee, alynryu
HananbiH cynanraaHbl AyH (Ynamxnant 3maHA xamaapaxrym);

5.3.16.9MuitH xaparnax 3aasap, MoHron xan pyy opyyyncaH opuyynrelH Xamr,

5.3.17.3MUitH aHxaary 60M0H X0€pAory caBnanTblH @HreT ganrsman sypar (apx
Byxun 3TrasaniiH BaranraaxyyncaH), 3arsap A33X. BypTranuiiH 99X Hb Haant
xan6apTait 6ax DOSHO;

5.3.18.[loTooAablH YANAB3PUAH ynamxnant 3MWAH Hanpnarag OPCOH 3apum
yinnunary boancyyablH HOMXOTIonN XWIAracaH Bon TyYHUIA Tannax.

5.4.Hexuent GypTranasp OypTrax aM, BakuvH Hb AOP AypACaH Wwaapanarbir XaHrax,
xonBoraox GapumT Budrviar bypAayynceH banHa.

5.4.1.BbypTryynary 6anryynnarbii 9M, BaKUMHbIM HOXLONT BypTranaap DypTryynax
Tyxam anbaH xycanT,

5.4.2. TyxaitH 3MUNAT TOAOPXONNCOH YANAB3pNIryniH 3axunaan

54 3.MoHron VYncaa TyxawH amuiAr OypTryynax eprefnuitH  3x  XyBb
(Yitnaeapnarduiti apx Gyxui anbaH TywaanTHbl HAp, rapblH YCAr 3CXyN LaxuM rapblH
ycar, Tamra TaMaraap baranraaxyyncaH BaitHa);

5.4.4.OMm yiinaBapnanvitd 30XucToi aapan (GMP)-biH rapunnraa, acxyn TyxainH
ynceliH apx Oyxuit Gaiiryynnaraac ONrocoH GMP-T3i1 ayiuaxyiy 6apuMT BuuruiH
xyynbap (batanraaxyyncaH 6anHa);

5.4.5 [anxuiH 3pyyn Manawin Gairyynnarsit siapanTai ropumoop X3parnax
warcaanT (EUL)-a opcor, acxyn JOMB-biH xarcaantaa opcoH 3MUIAH 30XUUYyYynanTbiH
Gaiiryynnaraac HexLenT 308LUeepen 0frocHbIr HoTNoX BapumT Buunr

5.4.6.MoHron yncag aHx yaaa am OypTryyix Gaviraa ynnageapnard don
YWNABIPUAH TOBY TAHWNLYYNrbIr MOHION X3N33p OpPHYYI K UPYYNaX;

5.4.7 YMNAB3PN3r4UAH SUCUAH DYTaarasaxyyHAa XVUACIH WMHXUNTI3HWI AYHIMAH
3X XYBb,

5.4.8. OMUIH Xaparnax 3aasap, MOHron xan pyy op4yyncaH opHyynroiH XamT,

5 4.9 OMWitH aHxgard 6onoH Xxoéppord CaBnanTblH BHreT A3nraman sypar,

3areap 439X,
5.5 OMuUitH yitnunard 6oaucelr BypTryynaxaa Bypayynax matepuan:

5.5.1.BypTryynary Gairyynnarsii 3MURH YAI4ard Boaunckir BypTryynax Tyxan
anbaH xycanT,

5.5.2 MoHron Yncan TyxaitH amMuiiH yiinunary Goanchir BYPTryynax epreanuiiy
ax xyBb (YWNABIPNIr4nitH apX Byxuin anbaH TylaanTHbl HIP, rapblH YC3r 3CXYN Laxum
rapblH ycar, Tamra TaMarasp GaTanraaxyyncaH 6anHa);

5.5.3.OM yiNABapNanuiiH 30XUcTon Aaaan (GMP)-biH rapunnraa, acxyn TyxawuH
yncelH apx Oyxwi Bawryynnaraac ONrocoH GMP-Tait AyAuaxyiy GapumT Guuruit
xyynbap (baranraaxyyncaH bainHa);

5.5.4. Moxron yncag aHx ygaa aMm BypTryymk Oalraa ynWnasapnary bon
YANABIPUAH TOBY TAHUNLYYNTbIr MOHIOM X9N33p OpuYY K NPYYNaX;




5.5.5.Yinunary 6oAnceIH TaHunuyynra; (yinunary 6oauckiH QU3nK, XumMu LWNHX
4yaHap, nonMmMouam Aypc, nomep);

5.5.6.BypTryynax SMuiAH yanunard Boauchir HWANANKYYNax yAnasapnanuiH
npouecc (HUANSMKUNTUAH ABUan Yycax Oonox Aparangax fonoH 3agpansiH
BYTa3rAaXyYHWI TogopXonnonT Baiix, yitn axunnaraaHbl CXem),

5.5.7 WwuHxunrasHun GaTnaracad apra apravnan,

5.5.8.Yinunary ©Boguchbir  LUUMHXWUIICIH yinaeapnarduitd - nabopatopuitd
WUHXUNTI3HUA OYH;

5.5.9.lllaapanaratan Toxuonaona yanunard BOAWCLIH XYYUHTAIW Xyrauaar
TOrTOOCOH TOITBOPTON YaHapbiH CyAanraaHbl A3Nr3PIHIYIA TaunaH, AYyrHanT,

5.5.10 Yrnunard 6oauceir aHxaard 60noH Xo€paory casnanTbiH @HreT A3Nraman
sypar,

5.5.11. OM, 3MHINTUAH XAPArCMUAH XAHANT, 30XWULYYNanTbiH ra3pbiH YHASCHWUA
nasnaraa nabopaTopw 3CXyn axnbliH anbaTan rapasTait UTraMKIarAcaH nabopaTtopuiiH
WWVHXWUNTI3HWA AVH;

5.5.12.Man, ambTaH, ypraman, apaac, 6anranvid rapantan yunyunary 6oanc 6on
rapan yycnunH Buuur, To4opxonnonT,

5.6.OMUINH 3BBNEMUIAH XypangaaHbl WWALBIPUAT YHASCNAH OypTrafiuitH rapy4nnrod
ONroHO. BYPTranuitH rapuunrasHa OM, 3MHINTUAH XIPArCIIMAH XAHANT, 30X1UUyynanTbiH
raspbliH gapra rapblH ycar 3ypx, batanraaxyynHa.

5.7.OMuitH BypTtranuir pgapaax Gangnaap ayraapnax 6a Hap TOMbEOHbI Aapaax
ToBYnoneIr awwurnana. YyHa: [apan yycan, BypTranuitH Tepen, aHx BypTraracaH OH,
cap, eaep, ATC koA, onrox Hexuen, TyxaiH amuitH ayraap (XKuwaa He: F-R-2025-10-
01-A-P- =2 -00050)

3m ' ToBuno Taitn6ap ‘
| : n -
apan yycan 'F Foreign=ragaap 6ytoy MMNOPTbIH 3M; \
: L Local=YHA3CHUI YANABIPUIAH 3M |
I | Ft Imported traditional medicine=mMnopTbIH |

Local traditional medicine=YHA3CHUIA YINNAB3IPUIAH

Lt ynamxnanTt am l
ynamxnant am

| Fv Imported vaccine = IMNopTbiH BaKUWH

| | Lv Local vaccine = YHA3CHUI YUNAB3PUAH BakUUH

|

| Fb Imported biologicals = UmnopTbiH Buobangman

J Lb Local biologicals=YHA3cHMI YANABapUitH

J Buobanaman

| BypTtranuiti xanbap CFT Fast track=Typrasuunncan bypTran

' | R ' Registration-OxruiH BypTran

i MoHrong aHx ‘ 0000 Huwaanban: 2025 oH

| BYpTraracaH oH |

' MoHrong, aHx | 0000 Huwaan6an: 1001=10 capbiH 01-Huit egep

| BypTraracaH cap

{ eAep | } ‘

| A Alimentary ~ tract ~and  metabolism-Xoorn |

- |— i 6onoBcpyynax 3amblH IMIIrT X3pP3rnax am |
' B -

! Blood and blood forming organs-Llyc, uycl
|

TOMKYYN3X IPXTHUN IMIIT XIPArnax am

10




C Cardiovascular system-3ypx cyAacHbl ‘|
‘ TOrTONLOOHbI AMIArT X3PIrna3x 3m '
| D Dermatologicals- ApbCHbl 3MrarT X3parnsx 3sw
G Genito urinary system and sex hormones-laac,
’ 6anruitH Tortonuoo 6onoH 6anruiH gaasap
, H Systemic hormonal preparations, excl. sex
‘ hormones and  insulins-Banrwitn ~ paaeap,
| ATC kon WHCynWHaac ~ Oycad  TOTTONUOOHbI  A@aBpbiH |
i Banaman
! J Antiinfective for systemic use-HAHrMiH acpari
: X3p3rnax am
L Antineopalastic and immunomodulating agents-
’ ' | XaBapblH acpar GONoOH Aapxnaa Heneet 6oguc
. M | Musculo skeletal system-BynuuH, Tynryyp 3pxXTHui
' TOIrTOMUOOHbBI 3MIAIT X3P3rasdx 9Mm ]
| N Nervous system-Tes Mma4p3MAH  TOrTONLOOHBI |
3MI3rT X3p3arnax_3m |
P Antiparasitic products, insecticides and repellents-
| MapasuT, WaBXuiiH __ 3acpar 6anaman
‘ R Respiratory system-AmbcransiH - TOrTONLOOHbI
3MIarT X3p3arnax 3m -_
‘ S Sensory  organs-Magpaxy#H — 3pXTHWA amrort
| -_ X3parnax am
‘, Vv Various-OmuiitH  yitndnery  Soauc GonoH Bycan
| | Tepen GypuiiH Ganaman
1 'N Narcotic=MaHcyypyynax
‘ Onrox Hexuen Ps Psychotropic=Catraysa Heneet
| Inpatient=3MHanrninH Hexuena
R Prescription only=>Xopoop I
| OoTC OTC=>Xopryn '
%Tyxaﬁm amuiiH | 00000 00050; 00051; r.m 5 undpasp ]
| ayraap

5.8.9MUitH yiinunard GoauckiH BypTranuiir aapaax fanpnaap pyraapnax 6a Hap

TOMBEOHBI Aapaax TOBYNONbIN alurnada.

YyHa: YHAC3H yhnunard Gogwc, aHx

BypTraracaH OH, cap, 8aep, TyxauH yinunary 6oauceiH ayraap (KKuwwas He: AP|-2016-

10-01--00050)

\ Ynnunary 6oauc

ToB4non

Taunbap

| YHACAH yiAnyYnary API

AP|=Active pharmaceutical ingredient

|
' YnceiH 6ypTrana awx | 0000-00-00-

| BypTraraceH oW, cap, 00
_enep, |

Huwaanban: 20251001 ﬁy}oy“2025 oHbl 10 |
capblH 01; '

YHACSHi

TyxaiH
yin4nary 6oauceiH | 00000 00050; 00051; r.m 5 undpasp
pyraap

5.9 'Nancmen” M342aHUA caka fgapaax M3A33NNWIAr aryyncax baiHa.

‘Oin | Tepen |

BypTryynary 6anryynnarsiH opyynax mMaasanan
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1. [ om 1. OmuitH xyaanaaaHsl Hop (aHrnw, MOHron);
| | 2. OnoH yNCbIH H3pLWMA (aHrnw, MOHron);
j . ' 3. Hawnpnara (yHAC3H BonoH Tycnax Bopaucyya aHrnu, MoHron ‘
i | Xanaap),
4. Hanpnara Tyc BYpWUiH TyH XOMX33,
5. AMuitH xanbap;
6. Onrox Hexuen,
7. CaBnanTbiH X3MX33,
8. OMuitH bynar,
9. BueuitH 6yTou, 3MuUMNrad, XuMWiH ByTuea CyypuncaH
aHrunan (ATC code),
10. BTKYC kog; .
11. Bapaa, 6yTaargaxyyHuit ONOH yNCbiH Xyaangaaxel CTalAapT
KOA,
| 12 BeeHWA YH3;
13.Y#naBapnaruuiti Hap, xasr, banpumn;
| 14. YIANQB3pPNACAH YNCbIH HAP;
| |15, JIMLEH3 333MLUMMYUIAH Hap, Xasnr;
I 16. SMUiH BYTIarAdXYYHUA epeHXUiA M3A33M13N (SmPC); ‘
‘ 17 BatanraaxyyncaH xaparnax saasap;
i ' 18. EpeHXnit HOpPWWAH SMUIAH Buodhapmauwniti aHrunan;
‘ 19. AHxaary BonNoH xo€paory casnanTt xasrnanTbliH MIA33/31,
ranaan 6ainansik asnraman sypar (JPG xan6apaap);
! ' 20. 3aitnwryi WaapanaraTan am acax;
; 21. Xagranax Hexuen,
| 22. bypTranviaH Tepen,
‘ 23. AHXZary 9CXyn epeHxXuil HapLIWAH 3M 3C3X;
,_ 24 BypTryynary bavryynnarbiH H3p.
2. | OMuUiAH 1. XyaanpaaHbl Hap (aHrnn, MOHron);
yAnunary 2. XVMWAH Hap (aHru, MOHron);
. Goanc 3. CAS (chemical abstract service) Homep;
| I ‘ 4. GapmakonenH waapanara, "
"| ' 5. YANAB3PNAr4nnH Hap, Xasr,
: \ 6. YANABIPNICaH YNChIH H3P;
| 7. BypTryynary 6anryynnarsii H3p;
' 8. CasnanTblH maTepuan, -
L l | 9. BTKYC koa; _ B

5.10.OMuiAH OYTIaraaXyyHUA epeHxuit M3aaansn (SmPC) Hb Aapaax MIAINNMAT

aryyncaH banHa:
5.10.1.3MniH HAP;
5.10.2.Haipnara, TyH X3MX33;
5.10.3.OMuitH xan6ap;
5.10.4.3MH3N3YAH M3A33N3N,

5 10.4.1.OMuUNrasHuiA 3aant,
5.10.4.2 . OMUYUNT33HANA TYH, X3P3Irnax apra 3am,

5.10.4.3.Xopurnox 3aant,

5.10.4.4 OHurown aHxaapyynra;

5.10.4.5.OMWiAH xapunuaH yin4nan;

5.10.4.6.Ypar, XWP3MC3aH, Xexyyn yea Heneensx banpan;

5.10.4.7 XKonoo Hapux, Mallumk TeXHUK X3p3rnaxaj Heneenex Banpan;
5.10.4.8.ax Henee:

5.10.4.9.TyH X3TpanT,

5.10.5.®apmakonorviH WWHX YaHap;
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5.10.5.1 ®apmakoauHaMuK;
5.10.5.2. PapmaKkoKUHETHUK,;
5.10.5.3.3MH3N3yIAH 6MHeX alynryin bananbiH M3433n3n;

5.10.6.3M3VyIiH WNHX YaHap;
5.10.6.1.Tycnax 6oauncblH xarcaanrt,

5.10.6.2.Yn Huiauan;

5.10.6.3. Xy4uHTan xyrayaa,

5.10.6.4. XagrananTblH OHUron Hexuen;

5.10.6.5.CaBnanTbit marepuan,

5.10.6.6.Xaparnax, ycrraxag aHxaapax 3yun;

5.10.6.7.YiAnaeapnary 6a NUUEH3 339MLWNIYMIAH H3p, anbaH ECHbI xasr,;
5.10.6.8.bypTranuiti ayraap;

5.10.6.9.AHx BypTracaH orHoo;

5.10.6.10. TeXHUKUIAH TOAOPXOANNONTLIM LWAH3YUNC3H OTHOO;

5.11.BypTryynary Hb BypTracaH am, 3MWAH YAN4nary 60ANCLIH DYPTranuiiH rapymunraar
aBy, Jlaicmen M3[33HWIA Can M3A33NNUAT opyyncaH Toxvwonaona GypTranuiar Xy4uH
TOrenaepT TOOLHO.

6.bypTrang eep4nent opyynax:

B.1.YAnasapnaryaac TyxawH OyTaarasxyyHUn yAnaB3pnanunH TEXHONoru, cyaanraa,
LUMHXUNII9HUA VP AYH, 3MWIAH Yanap, aloynryn 6ainaan, aM4yunrasHui yp Henee 60noH
3ax 393MNUIH 3PINT XIPIruasHA HUALYYN3IH XK Barraa eepynenTunr M, SMHINMMAH
X3PArcrvnH XsHaNT, 30XULYYNanTblH rasapT Xypryymx, OypTranuir XMANraHa.
6.2.BypTryynard Danryynnara eepynenTuir mMepaek 3xnax xyrauaar eepynentuinH
XYC3NT34 TOAOPXOM 3aax UPYYNHI.
6.3.bypTrang opox eepunenTWitH X3MX33H33C Xxamaap4 ux 0onoH Bara XamxasHuw
E6pUNBNT raXx aHrunHa.
6.3.1.OMuH BypTrana gapaax MX X3MXI3HMWA ©epynenT OpPCOH TOXMOoNAonA
WnH33p BypTryynHa. YyHA:
6.3.1.1.3MniAH yitnynary 6oauc BoNoH epeHxui LWKHX 4YaHap (aasc,
3OUPUIAH HArA3N, ynamxnan Conuraox rax MaT) eepuneraex;
6.3.1.2.3MuiH yinunary 604NCbIH OpL eep4neraex;
6.3.1.3.3MninH xanbap HAIMar4ax, esepyuneraex;
6.3.1.4.Xaparnax apra 3am H3mMarasx, eepunergex (Buoxypaxyn
pepunergex, PapmMakokMHETUK ©epuneraex rax mar);
6.3.1.5. X3p3arnax TyH, 3aant HIMaraax, eepyneraex.

6.3.2.J]apaax Ux X3MX33HWA eepYNenTuiur IMUNH 3eBNeNUIH XypangaaHaap
X3N3NUYYN3H WUAABIPNYYHS. YyHA:

6.3.2.1.OMuitH ynnunary BoancblH yunasaprard HaMargax, eep4ynergex;
6.3.2.2.0MunH  yinunary Boauc OoONOH  BUCMIH  ByTIarAsXyYHUI
TorreopTon Gaiigang eepunent opox ( XYYUHTOW Xyrauaa eepunergex,
XafrananTblH FTOPUM 8ep4neraex rax mar),
6.3.2.3.9ucuinH ByTa3raaxyyH, TyyHui xoneu, Tycnax boguc, xapbuyynax
cTtaHaapt 6oavuc GoNoH MaTtepuansiH TEXHUKWAH Laapanarag HamanT
eepunenT Opox;
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6.3.2.4.0UCHAH BYTIOrAGXYYHUA TEXHWKWAH LaapAnarbiH  36BTreNA
©epUNIeNT OPOX (3acBap XUix);

6.3.2.5.9UCHiAH BYTI3rAsXYYHAA MUKPOBMONOriAH Wanryyp y3yynsnTtsi
eepunent opox;

6.3.2.6.9ucuiiH ByTaaraaxyyH ©onoH Tycnax BOANCHIH LUNHXUNTIIHNA
apra, aproiH 6atanraaxunraz eepunent opox;

6.3.2.7.0UCUIH BYTIIrASXYYHUA YN HWAUNWAH cyhanraadHa eepvnent
OpoX;

6.3.2.8.YinasapnanuiiH 6aip, xasr eep4neraex;

6.3.2.9 YINAaBapnanuiH npouecc 6a npouecchbiH XxaHantaa eepunent
OpoX;

6.3.2.10.LlyBpansiH  YANABIPNINUAH  X3MKIIHA 10 paxvHaac uX
©0p4YNenT opox;

6.3.2.11.3MUitH BYT33rAaXYYHUA EpeHXUA MIAINAN, X3PIrnax 3aasap,
0nrox Hexuen eep4yneraex;

6.3.2.12.In vitro yycanTblH XxapbuyyncaHd cyfdanraa BonoH in vivo
BUO3KBUBANEHT CyAanraaHsl TannaHg eep4nsnt opox,

6.3.2.13. Auxzary casnanTblH MaTepuan, TeXHUKWUIAH Waapanara, aHxaard
fa XO&pAOrY CaBnanTbiH LWOWrbIH M3A3INNMAH aryynra, casnantai
narangax 6ycan xacryyauiH xsHanT 6a TexHukwiH - Laapanaran
eB8pYNenT opoXx;

6.3.2.14.03ucuitH ByTI3rA3XyyHMA CaBNanTbiH TOO X3MX33 88p4Neraex,
6.3.2.15.OMHIN3YiH CyAanraaHbl 3MXaTran, TOWMA ©ep{nent opox
(aMHON3YAH hapmakonoru, yp Henes, aloynryn HananbiH TOAM, AYH
WIMHKUNT33, SPCASN, YP alruidH AYrHaNT, 3ax 333714 rapCHel Aapaax
cypanraaHbl M3A33n3n).

6.3.2.16.BypTryynary baiiryynnara eep4neraex;

6.3.2.17 Tycnax 6oancbIH rapan yycana eepunent opox;

6.3.3.[lapaax eep4nenTwiir bara XOMIKIIHNI ©0PUNSNT rax Y33H, OM, 3MHINTNIAH
X3PArCrMAH  XAHaNT, 30XUUyynanTbiH rasapt XYCONTUIAT  XYPryymx, eepunentumr
BypTryynHa. YyHA:
6.3.3.1.AHxaar4y Oa xo&ppordy casnantblH 3areap, Xanbap, X3MXa3,
woLuro aaxb 6apaa, 6yTa3raaxyyHni ONOH yNCbiH XyAanAaarel CTaHAaPT
Koq, noro, ranorpamm, uUyspan, GYPTranuitH gyraap 33par M3A33NNuiH
banpnan eep4nergex,
6.3.3.2.X0oépaory caenantbiH martepuan, TEXHUKWUAH laapgnara
gepuneragex, 6.3.3.3.3uUcuiH ByTaaraaxyyHuin uyspanbii YANABIPNANUIAH
X3Mxa3HAa 10 gaxuHaac uxryin eep4nent opox;
6.3.3.4.BypTryynary bavryynnara eep4neraex,
6.3.3.5./TnueH3 933MLMnrY, yAnaBapnaryniiH 3e8XeH H3p 8epHneraex (eep
KOMNaHWa WIMKC3H Bon xamaapaxryi) 3Cxyn NUUeH3 333MLUMMYUIAH Xaar,
Bavpwmn eepunergex.

6.4.6ypTrana opyynax eepunenteec xamaap papaax xondoraox martepuansir

GypayynHa:
6.4.1.BypTryynary Banryynnarbit SMWIAH BYpTrang eepunent opyynax Tyxal

anbax xycanT,
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6.4.2.MoHron Yncag TyxaiH aMuitH BypTrang, eepunent opyynax epreanuitH ax
xysb (YitnaespnarduiH apx Gyxui anbaH TywaanTHbl H3P, rapbiH yCar 3cxyn uaxum
rapblH ycar, Tamra Tamaraap baranraaxyyncad 6anHa);

6.4.3.9MUIAH yiinunard 60ANCHIH YANABIPNArY HOMIrACAH, ©8p4neraceH 6onoH
yiANABapNaNuitH Banp, xasr eepynergceH Gon:

- XyyuuH GONoH WKMHS aM YANABIpnanuitH soxuctoit aagan (GMP)-biH
rapuunrasHui xyyndap (6atanraaxyyncaH 6aiHa);

- 1OMB-biH cepTudmKaTblH CXemblH Aaryy 3px Oyxuit Bavryynnaraac
ONroCoOH 3MUIMH ByT3a3rA3XyyHUiA cepTndukaTbiH 3X XyBb;

- YiAnaBapnary yncaaa TyxanH YAnABapnaryaap OypTraracaH OypTranuiH
rapyvnragHui xyynoap.

6.4.4.OMWIAH aHxpary caBnanTbiH maTepuan, TeXHUKWiiH waapanara GonoH
3MUIH yiAnunary 6oanc, aucuinH 6yTaaraaXyyHWiA TorrBopTor 6aaans eepHnent opcoH
BON SMWIAH XYHUHTSA Xyrauaar TOFTOOCOH 3 LyBpanbir xampyyscaH TOrTBOpTO#
yaHapblH cyaanraaHbl A3Nrap3aHry Tannax, AyrHanT,

6.4.5.0UCWitH  BYT33ra3xyyH, TyyHu# xonbl, Tycnax 6Goauc, xapbuyynax
craHaapT 6Goanc BonoH martepuansiH TeXHUKWAH Wwaapanara, MWKpoBuonoruiH
Wanryyp Yyayynantag eep4nent opcoH 0Gon Xyy4uH OOMOH LWMH3  TEeXHUKWAH
WwaapanarbiH Xxapbuyynant, TEXHUKWIH Waapanara;

6.4.6.3ucwitH ByTaargaxyyH 60noH Tycnax 60anCHIH LWMHXUNTa3HWK apra, aproix
BaTanraaxunTtag eepunent opcoH Gon XyyuuH GONOH LUMHI LUMHXWUAM33HWIA aprbiH
xapblLyynanT, aproid 6atanraaxyynanTbiH TainaH, WUHXWNr3sHWA apra, W1HS apraap
XUNCAH BUCUIH BYTI3rA3XYYHUA LWAHXUNTISHUA AYHIUAH 89X XYBb;

6.4.7.0uUcwitH BYyTaaraaxyyH  yycrary OOMOH TyrHax Xoparcantal HUAL3X
Hanaang eepynent opcoH Xxon6orAox yn HUALAUIAH Tannanx;

6.4.8.YNNAB3pnanuiiH  npouecc, npouecchbiH  xaHant  GonoH  uyBpanbiH
VANABIPNANUAH X3MX33HA ©epunent opcoH ©on YyANAB3PMANMIAH  NPOLECChIH
XapbLyynanT, XxsHanTblH 6apumT Guuur, 6atanraaxunTeld Taunax;

6.4.9.OMuitH ByTasr4axyyHui epeHxuid MIA33N3M, X3PIrndx 3aasap, ONrox
HOXLON 6OpUNeraceH 6oN Xyy4nH BONOH WWHA MIA33N3N, 3aaBPbIH XapbLyynanT, Om
cyananbiH canbap 3esnen xsHax, batanraaxyyncaH sMWiaH GyT33ra3xyyHVA epeHxniA
MB433N3N, X9P3rnax saaeap,

6.4.10.In vitro yycanTeiH xapbUyyncad cypanraa 6onoH in vivo O1osksuBaneHT
cyaanraaHbl Tannakg eepynent opcoH 60N WWH3YNNC3H Taunaw,

6.4.11.AHxpnary 6a xoépAaory caBnanTbiH LWOWrbIH M3A33MMMNH  aryynrag
eepunenT opcoH 6on Om cyanansiH canbap 3esnien xaHax, baranraaxyyncaH 3mMUiH
BYTO3rA3XYYHUA E€PeHXUIA MBAJ3MAN, XIPIrnax 3aasap, aHxgar ba xoéppory
caBnanTblH BHIeT A3Nraman 3ypar;

6.4.12.Casnantan pgarangax 6ycag XxacryyauiH xsHant 6a  TexHWKWiH
Wwaapanaraa eepynent opcoH 6on xapbUyyncaH XaHanTbiH 6apuMT Buunr, TeXHNKNAH
waapanara,

6.4.13.9ucwitH ByTaaraaxyyHuin caBnanTbiH TOO X3MX33 eepuneraceH 6on
eepyneraceH casnanTbiH eHreT A3NramMan sypar, SMUIAH BYPTranuinH rapynnrasHuin ax
XyBb;

6.4.14. OMHAN3YIAH cyaanraadbl 3MX3Tran, ToAma (3MHaN3ynH hapmakonoru, yp
Henee, alynryit 6ananbiH TOAM, AYH WUHXWNIA3, 3pCA3N, YP alruidK AYrHaNT, 3ax
333N4 rapcHbl fapaax cyjaanraaHbl M3[33M3N1) 6epyYnenT OpCOoH ton xonborpox
IMX3Tran, TOMM, TyYHUA uaxum xonbooc;

6.4.15.AHxaary 6a xoép/ory casnanTbiH 3areap, Xxanbap, XaMxaa, WOLWro Aaxb
CTaHaapT Koa, noro, ranorpamm, uyspan, OypTreniH gyraap 33par MI33MNWiAH
Galipnan, XOEpAory caBnanTbliH Marepuan, TEXHUKMAH Waapanara eep4neraceH 6on
©OpYNeraAceH CaBnanTbiH EHreT A43NraMan 3ypar, XxapblyyncaH Maa3anan,

6.4.16. Tycnax 6oaucblH rapan yycana eep4nent opcoH Bon yanaBapnardninH
M3A33N3N, WUHXUITI3HNUA AYHIUAH 3X XYBb,
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6.4.17 .JluyeHs 335MLUMIY, aUCUiH ByTaaraAaXyyHui UMNOPTNONY,
VANABAPSIAr4MIAH 36BXEH HIp eep4neraex (eep KOMNaHUA LWUMKC3H Bon xamaapaxryi)
acXyn NUUEH3  333MLUNMY, MMNOPTNOrYUAH  xasr, Oaipwun eepyneraceH bon
XapbLyy/icaH M3a3nas, 3MUIAH BYPTraNUAH rapUUNradHNIA 3X XYBb.

6.5.bypTranuidH xyrauaar cyHrax:

6.5.1.OM, amuitH yitnunard 6oanceiH BypTranuiti xyravyaar cyHraxTait xonbooTon
YUNAB3PNAryaac MpyyncaH 6Gapnmrt Buunr, anbaH XycanTuiAr OM, 3MHINMUIAH
X3PArCAUIH XSHANT, 30XULYYNanTblH rasapT XynaanraH erHe.

6.5.2.BypTryynard Ho GYpTranuitH Xy4nHTaN Xyrauaana 2-00C [oOLWryi yaaa 3ax
3391193C A33X aBY, UTFBMXKNArAc3H nabopaTopuii LNHXUNraar XunnracaH bainna.

6.5.3.5ypTryynary Hb BypTranuilH xyrauaa CyHryynax xycanT Mpyynaxssc OMHe
BYPTranuitH @epunenTTan xonbooTown acyyAnsIr WNAABIPNIACAH BalHa.

6.5.4.BypTryynary GypTranuiH XY4MHTON Xyrauyaa Ayycaxaac 2 capblH ©MHe
xyrauaa CyHryynax Xycant, BypTranuitH BypaH BapumT Oudrnir OM, OMHINTUAH
X3PArcnuinH XsiHanT, 30XvUyynanTbiH rasapT UpYYNH3. AnBaH xycanTag 3ax 33ang banx
VAASTA3N HEBLMIAH X3MXK33r TycracaH banHa.

-

6.5.5.CyHryynax xycanTuiir 2 capbiH 8MHe Mpyynaary Toxnonaona GypTranuiti
xyrauaa fiyyccaH eapesc axnaH BypTranryia TOOUHO.

)

6.5.6. OM, SMH3NTUIH X3PIrCNUNH XAHANT, 30X1UYyynanTbiH rasap He OypTranuinH
xyrauaar cyHraxapg daHap, awoynryn Gaitnan, 3ap cypranyunraadbl Tawnad, TaHaant
cyaanraa, xsHanT, wanrantbiH B0noH nabopaTopUuiH LWMHXUAT33HWA AYH, BypTrana
opyyncaH eepunenTuitr IMUAH 38BNENWAH XypaniaaHa TaHunUyyHa.

6.5.7.BypTranuitH Xy4MHT3N Xyrauaasa uMmnopt xuitrgaaryit 6on M, aMHINMUAH
X3PArcAUH XAHANT, 30XWUUYynanTbiH rasap Hb CyHranTbiH BapumMmT Buyrniar XynasH
asaxrym.

6.6. OM, SMWiItH yindnary BGoaucelH BypTronuiH Xyrauaar cyHryynaxan Aapaax
MaTepuanbir OypayynHa:

6.6.1.5ypTryynary GairyynnarelH am, yinunard 6oanchbIH OypTranunH xyrauaar
cyHryynax Tyxan anbaH xycanr,

6.6.2.MoHron Yncag TyxaiH 3M, SMUIAH yANunardy 60AnChIH BypTranuiH xyrauaar
CyHryynax epreanvitH 9x XyBb (Yinasapnaryuith apx Gyxuin anbaH TylaanTtHbl HIp,
rapblH YCar 3CXyn Laxum rapblH ycar, Tamra TaMAraap GaTanraaxyyncaH baiHa);

6.6.3.9Mm yitnasapnanuiH 3oxuctoit gagan (GMP)-biH rapuunras, 3cxyn TyXawH
yncelH apx Byxui Bairyynnaraac ONroCoH GMP-Tait ayiuaxyiy 6apumr BuuruiiH
xyynbap (batanraaxyyncas 6aiHa);

6.6.4 1OMB-bIH cepTUNKaTbiH CXEMUWAH Aaryy 3pX Byxuin Dainryynnaraac
ONFOCOH 3MWIH BYT3rA3XYYHUA CepTUduKaTbiH 39X XyBb. (3H3 3aanT Ao0ToOoAbIH
YANABIPUIAH BM, SMUIAH yAN4nary boauct xamaapaxrym);

6.6.5.YinABapnary yncaaa OyprtraraceH GypTranuiH ropUUNrasHui xyynobap.
(3H3 3aanT AOTOOAbIH YANABIPUIH 3M, AMWITH yinunary 6oANCT xamaapaxryn);

6.6.6.OMuiH aHxaary GonoH XxoépAord caBnanTblH ©HreT A3Nrsman 3ypar,
3areap A%9X,

6.6.7. OM, 3MHINrMAH X3PIrCMUAH XAHANT, 30XWUYYyNanTbiH raspbiH YHA3CHUA
naenaraa nabopaTopy aCXyn aXnblH anbartai rapaaTan UTrIMKNArACIH nabopaTopuitH
WXHXUITISHWA AYH,

6.6.8.3ax 333NWIAH Aapaax TaHganT cyAanraa XMACOH axIibiH TannaH (IMUH
yinunary 604NCT xamaapaxryi);

6.6.9.3ax 300nuiH fapaax 3amuiiH awoynryin Ganpan, TaHgant cyaanraaHb
nasnaraa TOAOPXONNONT (3MUIAH M3A33N3N, 3ap CypTaniunraaHbi TaHQanT, 3MURH rax
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Henee atoynryn 0angnbiH  TaHA4anTbiH  TawnaHd, AyH, 3ax 339391339C 433K  aBM
LUMHXNYYNCaH Bananeir barraacaH baiHa);

6.6.10.OMuIAH DYPTranuiH XYYUHTSN XyrauaaHbl Typwua Byptrang opcoH Oyx
86pUNBNTUIAH Tanaapx M3A33N13N (3MUAH YN4nary 6oancT xamaapaxryw),

6.7.bypTtranaac xacax:

6.7.1.BypTryynary Hb Uaalwma BypTranvind Xyrauaar CyHraxryi, yinasapnarduinH
XycanTaap OypTranaac xacax toxuonaona bypTranaac xacyynax 60nCoH wanTraaHsir
Buumx, OM, BMHINTUAH XBPArCNUH XSHaNT, 30xuuyynanTblH rasapt anbaH écoop
M3A3rA3H3.

6.7.2.3H3 TOoxuonaona TyxalH OyTaargaxyyH 3ax 333n4 YNASrA3n Heeurywn
6onoxbir BypTryynard 6anryynnara 6atanraaxyyncaH banHa.

6.7.3.BypTranaac xacyynax OMUAH Tanaapx M3Ad3nnuiir  BypTryynary
Bairyynnara, x3parnard, am4, apyyn MaHAWH Bairyynnarag ypbaunnaH MIAdrAceH
banHa.

6.8.9m, amuitH yinunard Gopucblir BypTranasc xacyynaxag Aapaax matepuansir

BYpAYYNHS:
6.8.1.Bbyprryynary GairyynnarelH 9™, aMUIAH yiinunary Goguckir BypTranasc

xacyynax Tyxaw anbaH xycanr,
6.8.2.MoHron YNcblH 3M, 3MUIAH yiinynard 6oanceir BypTranaac xacyynax tyxaw
epreAnuitH ax xysb (YnaBapnarduit apx Oyxuit anbax TywaanTHel H3P, rapblH yCar
3CXYN LUaxum rapbiH ycar, Tamra Tamarasp 6aranraaxyyncat 6aiHa);
6.8.3.BypTranaac xacyynax 6oncoH Tainbap;
6.8.4.TyxaitH ByT3araaxyyH 3ax 33anf ynasraanry boncoH Tanaapx MagarAan;
6.8.5. TyxaiH GyTaarAaXyyHuUitr GypTranaac xacax GONCoH Tanaapx Maf3NInMir
Mprag, apyyn MaKaunH Banryynnarag ypbAadunas M3a3racaH Tanaapx GapumT.
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SMHSMTUIH X3PArCIANT BYPTIOX KYPAM.

Har. HuaTnar 3yin i
14 XYH amblH OMHIMMAAH Tycnamk,  YANUUNra3HA X3parnax ~habopaTopuitH
OHOLUMMIOOHbI X3parcnuitr BypTrax, OypTrana eepynent opyynax, xyrauaar cyHrax,
BYpTranuir TYyAranayynax, GypTranasc xacax, SMHINMMAH X3Parnara3XxyyH, OMHINTUIH
TOHOT TEXEEPOMMUIAT BMHINMMIAH XIPArCANUIH XarcaanTaj opyynax xapunuaar SHaxyy
Xypmaap 3oxuuyynHa.

1.2.NlaBopaTopuitH OHOLUMITOOHBI X3PArcNuAr BypTrax, BypTrang eepunent opyynax,
BypTronuir CyHrax, TyAransyynax, BypTranaac xacax, IMHINTNAH XIPIrN3radXyYH,
SMHAMMAH TOHOT TOXOOPOMXWIT 3MHONMMIAH X3P3rCNuiH Xxarcaantag opyynax
acyyansir AMH3NrniiH X3PArcnuiiH 3eBneneep Xananuax WWMAAB3PNSHS.

1.3.11a6opaToOpUitH OHOLLIMNTOOHbI X9PArcImr 5 KUNUIAH Xyrauaaraap 6ypTrax, CyHraH,
rapUUNrad ONroHo.

1.4.BypTraracaH, xarcaantag OPCoH 3arsapaac eep BYTI3rAOXYYHUAT XYHUHIYA 13X
Y3HO.

Xoép: NaGopaTopuitH OHOWMUITOOHbLI X3PArcnnir oypTrax

2.1. NabopaTopuiH OHOLUWATOOHbI X3parcnwitK  BypTranuiiH  yin axunnaraa Hb
BypTryynax xycant, epregen, BypTranniH 6apumT Buyur xynasH aeax, aHxpgard Ayt
WVHKWUNTE3 XUAX, SMHANTUAH XIPIrCNUinH Laxmm M333HUI caHa opyynax, bypTranviH
xypaamxwviar  Bapargyynax, LIMHXI3YMAH  AYTHANT  rapryynax, Laapanarartau
TOXVMONAONA MIPraXMAH UTFBMKNArACOH NabopaTopuiH LWNHXUAMSIHA Xampyynax,
OMHONMMIAH  X3PIrCNWAH  368BNONUAH XypanaaaHa X3naniuyynoH WMAABIPNYYNIX,
rapYMNraa Ofirox racaH ye waTrai asargawxa.

2.2.BypTryynsry GypTranuit bapumTt Buurniir GypaH BYpAYYNICaH Toxwonpona E-
business Liaxum cucTemasp anbaHa unrasx, Ayraap asax 6a axmbiH 5 xoHorT 6arTaaH
Tenbepunr baparayynHa.

2 3 ANbiH anba Hb E-business uaxum cucTemasp UpYYCIH BapvmT BUUUIT axnbiH 5
XOHOIT GartaaH aHxaard AyH WWHXUAT3M XUK, LWMHXKIIY Hb aXUbiH 15 xoHorT bartaaH
LYTHANTUWT raprada.

2.4.LUNHK334VIH AYIHINT MPCHIJC XONL @XIblH anba Hb acyyAanbir axnbiH 30 xoHOrT
GartaaH xonboraox 3eBNENVIAH Xypnaap Xananuyynax apra Xamxaar asHa.

2 5. 3MH3NMMAH  X3P3rcnuiiH  3eBNenuiH  Xypangaadsl  TIMAJIAN rapcHaac
nabopaTopuitH OHOLWWATOOHbI BYPTranuiAH rapuunraar axnblH 5 XOHOTT BarraaH onrox
6a ropuMnrasHA OMHINTUAH  XIPIrCIMiH 3eBNeNUitH  XypangaaHbl LWWAABIPUIAT
YHA3CN3H OM, SMHINTUIAH XIPIrCNUAH XAHANT, 30XUALlyyNanTbiH ras3pblH Aapra rapbi
ycar 3ypx, baranraaxyynsa.

2.6.BypTranaac xacax WuWiABap rapcHaac XOWLL aKIbIH 1 XOHOrT BarraaH MaA33NInnr
IMHONIUIAH X3P3rCMIAH LaxUM M3A33HWA CaHA Oopyynax Ba [AaxvH Xananuyynsx
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MAQBAP rapcaH TOXWoNAong LwaapAcaH MaTtepuansir MPYYCHISC Xoiw 1 capbiH
[OTOp OMHANTUIAH  X3parcnuith  3esnen GonoH  xonboraox canbap 3eBneneep
X3N3NUYYIHS.

2.7 JlaBopaTopuitH OHOLLMNTOOHb! X3parcnuilr fgapaax bangnaap Ayraapnax 6a Hap
TOMbEOHb! Aapaax ToB4mnonbIr awmrnaxa. YyHA: Fapan yycan, aHx OypTraracaH o, cap,
B8P, LUMHKUNTI3HUA TEPOA CyypuncaH aHrunan, TyxanH OHoWnyypbiH Ayraap BaitHa.

2.8.Mapan yycnwiir ragaan Byloy UMNopTbiH NabopaTopuitH OHOLUMATOOHbI X3PArcan -
Fd Foreign(diagnostic), yHaacHui yinasapuitH nabopaTopuitH OHOLUMATOOHbI X3p3rcan
- Ld Local(diagnostic), YnceiH BypTrana aHx GypTrarAcaH oH, cap, 8Aep, BypTran gyycax
OHbI CYYNWitH 2 opoH - XXuwaan6an: 20250101 Gyoy 2025 oHbl 01 capbiH 01 rax
TamMAarnaHa. LWnHKXUNrasHuii Tepeng cyypuncaH airunan — Bi - Biochemistry-buoxumn,
Cc -Clinical chemistry-Knunukuiin xumn, He- Hematology-lemarosnoru, Im- Immunology
-UmmyHonorn  Th-immunohematology-immyHorematonoru, Mb-Molecular biology-
Monekyn6uonorn, Mi-Microbiology-Mukpobuonoru, Pt - Pathology-Martonoru rax ba
TyxaH nabopaTopuitH OHOLUWATOOHbBI X3PIrcnuir ayraap 00050; 00051; r.m-a3p S
unchpasp AyraapbIr ONroHo.

2.9.BypTryynary BypTranuitd Xy4vHTal Xxyrauaa ayycaxaac 2 capblH eMHe xyrauaa
CYHryynax xyConTuar vwpyymx, Oyprranuiid 6apumTt Buuruiar 6ypaH XyNnaanraH erex
Geresq 3ax 333na Haliraa yNASrAsN HEBUUNAH X3MXK33r TycracaH HaitHa.

2.10.CyHryynax XxycanT, OypTranuiix BapumT  Buuur  Mpyynaary Toxuonaong
BypTranuiti xyrauaa fyyccaH epeec 3XndH OypTranryia TOOUHO.

2 11.BypTryynary BypTranuid Xxyrauaar CyHryynax Xycant MpYyys3xa3C ©mHe 3ax
353NMIAH TaHAANT cyaanraa BonoH Xaparnariniti cyaanraar xuv WK Ayyccad, bypTranuiH
8epUNeNTTa X0NO0O0TOW acyyanbIr WWAABIPNICIH BaiHa.

2.12.Yanaeapnord nabopaTopuitH  OHOWMWNATOOHbLI  X3P3rc3N  XaHraH HUANYYNax
Gaitryynnara 3cxyn YANABIPMAryuiH anbaH &cHbl Teneener4eepee AamxyynaH
nabopaToOpWUitH OHOLLMNTOOHbI  X3PIrChmMir BypTrax, CyHrax, OypTrana eep4nent
opyynax, BypTranasc xacax XyC3nT, epreanvir Aop AypAcaH xonborgox Guyur
GapUMTBIH XamMT OM, SMHINTUAH XIPIrCANAH XAHANT, 30XMUYyNanTbIH rasapT UpYYNHa.
2. 12 1. Xaparcnuiir BypTroxaa aapaax bapumt Buurniar BypayynHa:
2.12.1.1.Xaparcan Oyptryynary OairyynnarbiH anbaH xycanTt 6onoH
epregen;
2.12.1.2.YANAB3pUIAH TaHunuyynra,
2.12.1.3.Yiinasapnary Haranraaxyyncat TyXanH YWMNAB3PNIrduinH
yaHapblH yanpanarbid TOrTONLUOOHbI  FIpHUNras (1SO13485)-Huia xyynodap
(Yinasapnary 6atanraaxyynca 6anx);
2.12.1.4.Fapan yycnuitH yncpaa “‘NabopaTOpUH  OHOLUWMIIOOHbI
Xaparcan’ racoH aHrunang opcHbIr TOAOPXO nnox 6apumT /YHASCHUA YANLBIPUIAH
nabopaTopuitH OHOLUW/ITOOHbBI X3P3rcana xamaapaxryw/;
2.12.1.5.YANABIpnaryaac 4aHapbiH BartanraaxunTbiH BGapvmT  Buywr,
epeHXxuin  TOAOPXOWNoNT, eBepMey  Y3YYN3NTYYA, TorTBopTO  BananbiH
cypanraa,
2.12.1.6./1abopaTopuitH  WUHXUIIT33HA  AYTHAONT, 3areap O9KUAT
TyplicaH AYHIYYA,
2.12.1.7.3MHAN3YNH YH3Nraa, cyaanraandbl AyH;
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2.12.1.8.3MHANMUIAH  M3PraXXUnTHYyA34 30pUyncaH Xoparnax 3aasap,
MoHron xyBuiH Xamr,

2.12.1.9.Anxpary 60noH xoéppaord casnanTbiH 6HreT A3Nraman 3ypar,
3areap 499X,

2.12.1.10.Waappnarartan Toxuongona WTramxnaracoH nabopatopuiH
LUMHXWUNI33HWA Yp AYH.

2.12.2.BypTranuiiH xyrauaa cyHraxag aapaax 6apumteir 6ypAayynHa. YyHA:
2.12.2.1.BypTryynary BaitryynnarbiH anbaH xycanT 60noH epreaen;
2.12.2.2.YNAB3pNaryuinH YaHapblH yanpanarsiH TOrTONUOOHbI rapynnras
(1SO13485)-Hnit xyynbap (yinasapnary 6aranraaxyyncax danx);
2.12.2.3.Byptryynsry bGanryynnaraac XWAC3H 3ax 393MMWH  pgapaax
TaHganT cyaanraadbl Tannad (BypTranuiH  XyrauaaHp XWArAc3H Tainad,
Wwaapanarartan ToXuonaona YaHapblH ragaaj XaHanTbiH Taninan),
2.12.2.4 llaapanaratan TOXMONAONA ragHbIH UTraMXKIaraecaH
nabopaTopuiiH WUHXUNTI9HUA AYH.

2.12.3.BypTrana eep4nent opyynaxag aapaax 6apumt Guuruir bypayyne:

2.12.3.1. XasrnanT, aHxgary 6a xoépaord casnantag eep4senT opcoH
601 Xyy4wH OOMOH LUMHY 3arsapblH ©HreT, A3NTaM3N 3ypPruir xapbuyynax
xagcaprax;,

2.12.3.2. Xy4uHTal XxyrauaaHg eepunent opox ©Gon apcadn TOOLCOH
YHANrasHWiA Tannax, TorreopToit banansiH cypanraadbl AYH;

212.3.3. YinaBapnaryniiH Hap, xasr eepuneraceH Gonm apx Oyxwi
Gaiiryynnaraac yinasapnard XyyunH BONOH WWHS  YIANABIPNINUIH ISO
ra3puMnres  xapblyynad xascaprax  (YinasapnordwidH  batanraaxyyncax
xyynbap);

2.12.3.4. ©epunent opyynax liantraakbir A3NrapaHryi tanndapnaca
yiinABapnarduith Tannbdap, TaHunuyynra;)

2.12.3.5. aapgnarataih TOXMONAONA YHAICHUA  UTIF3MXNKNArAC3H
naBopatopn 3CXyn OM, OMHOMTUMAH  XIPIrCnniH YHA3CHWA nasnaraa
nabopaTopUiH  LUMHXKUNT33HUA  AYH, aMHanaynH Oyc cyaanraa, KIVHKK
VH3Nr33HNA AYH.

2.12.4.BypTranaac xacyynaxaa 6ypayynax 6apumt ouanr:

2.12.4.1.bypTranaac xacyynax Tyxan ynnasapnary BonoH
BypTryynardviti anban XycanT,

2.12.4.2 bypTranasc xacax wanTtraaHd, yHaacnan, Tawnnbap;

2.12 4.3 3ax 333ng Oairaa ynaarasn HOeUUH Maa3anan.

2.13.Opregen raprard Hb OypTryyncaH  XoparcrviiH M3A3NUAT M, IMHINTUAH
X3P3rcnMnH Uaxum M3433HWA caHz opyylicHaap OypTran, xarcaanT Xy4uH TerenaepT
BonHo.

MNypas. AMHINTUIAH XIPIrciMinH xKarcaanTtag opyynax

AXKbIH anba Hb KarcaanTtaf opyyrax Xycant Byxuit GapumT OUYruir Xynasx

aBCHaac XOMLL abiH 10 XOHOrWAH AOTOP aHXAary AYH WUHXUNIA3 XNk OMHINTUIH
X3ParcNviiH 3eBnenuiH xonborgox canbap 3eBnenuitH xypangaaHaap Xananuyynsx
XYCINTUIAT Tyxan Byp 3eBNen1itH HapuitH BUUriiiH Aapra HapT UNr9aH3.
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3.2.Xon6oraox cantap 3eBnenvitH caHan rapcHaap xoiw axnsiH 10 XOHOMMH AoTOpP
OMHINMMAH X3PArcNWiAtH 30BNENUIAH XaNanuyynax XycanTwuir Tyxai Oyp 3eBnenuiiH
HapuinH BUYruiiH gapra HapT XypryynHa.

3.3.OMHINIUIAH X3PIrcrnitH 308NeNWIH XypanaaaHbl WWAAB3P rapcHaap XonL axbiH
10 xoHOrT GartaaH OMHINMMAH XIPIrcruiH xarcaantag OpoX SMHINMMAH TOHOT
TOXEOPOMXK, IMHINIUAH XIPIrNarasxyyHa OypTranuiiH Ayraap ONro xonboraox
M3/33/1NTMIAT LaxumMm CUCTEMA opyynHa.

3.4.XycanT raprary 6apumt BudruiiH YHaH 3eB, OypaH GyTaH Gaianbir xapuyuax,
XypaamkUnr HOX3MXUNCIH XyrauaaHp baparayynHa.

3.5.)Karcaantapn opyynaxaaa FMD (Foreign medical device), yHA3CHWIA yAnaBapuiH
aMHaNrMiiH xaparcan 6on LMD (Local medical device), 0n0OH ynCbiH HIpWAUUH 5
OPOHTO KOA, XarcaanTtaj OpcoH AapaansbiH 5 OPOHTON Ayraapbir ONroHo.

3.6.)KarcaanTtan OpPCOH 3MHAMrMAH TOHOT TOXOOPEeMXK, IMHIMIUAH X3PArnaraaxyyHUin
M3A33M3NL ©6pUNenT opyynax XyCanT XyNn33H ascHaac xoww anbiH 10 XOHOruiH
[0TOp axUbiH anbaHbl WUALBIPUIAH Aaryy LaxuMm M3A33nnuiH caHp BalipluyyncaH
M3A33NNNIT WUHIYNNHS.

3.7.Uaxum maposnnuiH caHp Oanpluyynax 3MHINTUAH  TOHOr  TEXOepPeMXMiiH
M3423N3N gapaax aryynrartai banna:

3.7.1.)KarcaanTblH gyraap,

3.7.2.)KarcaanTag OpCOH OrHoo;

3.7.3.Xyaannaaxbl H3p (aHrMu, MOHron),

3.7.4.0N0H yNcbiH HIPLUMUIAH KOA, HAPLWMA, (aHINK, MOHIonM);
3.7.5.3pcAsnuitH 33praap aHruncaH airunan;
3.7.6.YnABIpN3arduitH Hap, xasr, banpunn;

3.7.7.XaHraH Huinnyynax 6anryynnarbii Hap, xasr, banpwnn;
3.7.8.3areapblH Hap;

3.7.9. Togopxonnont,

3.7 10.MapHa banansid ganraman 3ypar (JPG xanbapasp);
3.7.11.X3parnax 3aasap.

3.8.Llaxum M3aeannuiiH cakp Haipulyynax aMHINruitH X9ParnarAaxyyHua mMaa3anan
papaax aryynratan 6anHa:
3.8.1.KarcaanTblH ayraap;
3.8.2.XKarcaantaj CpCOH OrHoO;
3.8.3.XyaanpaaHbl H3p (@HrMK1, MOHron);
3.8.4.0N0H YNCbIH HAPLUMWIAH KO, HOPLUMA, (@HFNW, MOHron);
3.8.5.0pcaanuitH 33prasp aHruncaH aHrunan,
3.8.6.Ynasapnarduitd Hap, xasar, banpumn;,
3.8.7.XaHraH Huinyynax GavryynnarbiH Hap, xasar, banpwmn;
3.8.8.3areap acxyn OyTaarasxyyHuin agyraap;
3.8.9.Topnopxonnonr;
3.8.10.AHxaary, Xo&paord casnanT xaarnantbiH M3433N3N, ragaan danansiH
panraman sypar (JPG xanbapaap),
3.8.11.X3parnax pasramx;
3.8.12.ApuyTracaH danaan;
3.8.13.Xaparnax 3aaeap.
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3.9. OMHANTUIAH TOHOT TEXEePeMXUIAr xarcaanTtag opyynaxas Aapaax DapuMT duyruiar

BypayynHa:
3.9.1.BypTryynery GairyynnarsiH anbax XycanT,
3.9.2.MoHron Yncan TyxaiH 3MH3NMWAH X3pIrcrvir xarcaantag opyynax

eprefnuitH 3X XyBb (YANABIPNAr4MiH 3pX Byxuii anbaH TylwaanTHbl H3p, rapbliH yCar
3CXY/1 Li@xum rapblH YCar, Tamra ToaMArasp BaTanraaxyyrncaH),
3.9.3.YinasapuiiH TaHunuyynra,

3.9.4 Opx 6yxnir baryynnaraac baranraaxyyncan VANABIPNIr4UAH 3MHINTUIH
X3PArc/MnH YaHapblH yAMpANareiH TOITOMLUOOHb! MPHNITII (1ISO13485)-Huir xyyndap
(yinasapnary 6atanraaxyyncaH 6aix);

3.9.5.5yTa3rAaXyYHUA  36BLUESPSN 3CXYSl 4eneeT XyAanaaaHbl repunnirss
rapuunraa (Marketing Authorization of the product/ free sales certification)

3.9.6.[1anrapaHryit TOROPXOMIONT, TEXHUK Y3YYNANT,

3.9.7.MapHa Banpan, wk Bypanuitd oTo 3ypar;

3.9.8.llowro, TaMAIrN3raaHMn M3a3anan,

3.9.9.Xaparnax 3aasap, MOHrosn xan pyy opuyysncaH opHyynreiH Xamr,
3.9.10.Mporpamm XxaHramxTai TeXeepemXuiH XyBbf Nporpamm XaHram>xuinH

sopuynanTbiH garyy axunnax Gaitraa ©onoH y3yynanTuiir xadrax Oavraar
GatanraaxyyncaH 6apumT Buaur (software validation: verification, and validation);

3.9.11.BatanraaxyynanTt Tainai: Tepen OYypuiAH TypWUNTbLIH apraap yr
TOXEBPEMK TEXHWUKAAH y3YynanTuir xaHrax 0Oairaar xapyyncaH BapumT  Buuur
(verification).

3.9.12.3MHNMIAH TOHOT TEXEBPENXVIH SiMap XaHraH HuAnyynax banryynnara
MOHrOM yNcaa am, aMHINTUIAH Xap3rciniH Tyxait xyynuiH 40 ayraap ayinuitH 40.8-1
3aacaH Yur Yyprumr xapankyynaxuir TOAOPXONICOH yiinaBapnardniii anba Gnunr ax
XyBb,

3.10.OMHONrMAH X3PIrnNara4axyyHUir xarcaanrag opyynaxaa aAapaax BapumT Budruir

OypayynHa:
3.10.1.BypTryynary Gaiiryynnarsii anbaH xycant,
3.10.2.MoHron Yncapa TyxaiiH SMH3MTUiiH xaparcnuiar OypTryynax, xarcaantan

opyynax epregnuiH 3x XyBb (yAnaBapnarynitd apx Oyxwit anbaH TylwaanTHel HI3p,
rapbiH YCar aCXyn LUaxnMm rapblH yCar, Tamra ToaMArasp BaTanraaxxyyncaH);

3.10.3.YnnasapuiH TaHunyyynra,
3.10.4.9px Oyxwir Gairyynnaraac GatanraaxyyncaH  YWNAB3PNAr4uiH

SMHOMTUAH X3PArCnvitH YaHapbiH yAWpANareiH TOrTONLOOHEI FIpUNTa3 (1SO13485)-
Huit xyynbap (yinasapnary 6atanraaxyyncaH Banx);

3.10.5.5yTa3rAaxXyyHUil  36BLUSEPSN 3CXYN 4Y6enesT XyAanaaabl rapynnras
rapuunraa (Marketing Authorization of the product/ free sales certification)

3.10.6.[]anNrap3Hryit TOROPXOWNONT, TEXHWK Y3YYN3INT,

3.10.7.NanHa Banpan, vk bypanuii oTo sypar;

3.10.8.lLowro, TaMA3rNArasHni Maaaanan,

3.10.9.Xaparnax 3aasap, MoHron xan pyy op4yyncad opHyynroiH XamT,
3.10.10.BbaTanraaxyynant Tainad: Tepen OypuiH TypwmnTbiH apraap yr

TEXEBPOMK TEXHUKWUAH Y3YYNIONTUAT XaHrax Gaitraar xapyyncaH Oapumt 6uuur
(verification).

3.11 YKarcaanTag OpCOH IMHINMAH TOHOr TEXE8PBMX, SMH3NTUIAH X3P3rnaraaxyyHui
M333M130 ©6epuneraceH TOXVMONAONA eepynent opyynax XycanT raprax BonomxTon
Gereeq aapaax 6apumT Budruiir BypAaYYnHa:
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3.11.1.Byprryynary 6anryynnareiH anbaH xycant,
3.11.2.6epunenT opyynax LuantraaHbir A3NrapaHryil Tannbap, TaHunuyynra;
3.11.3.YINABApNaryniiH Hop eepuneraceH 6on xyyyvH, WWMH3 YANABIPAITYNAH

SMHANMUIAH XOPArCNUtH YaHapblH YAUPANarbliH TOrTONUOOHb! rapynnres (1IS013485)-
HUR xyynbap;
3.11.4 Xoparnax 3aasap eepuneraceH 6on xyydnH OOMOH LUMH3 X3parnax

3aaBpbIr XapblyynaH xascaprax;
3.11.5.XasrnanT, casnantaj eep4nenTt opcoH Bon caBnanTbiH Xyy4uH G0MOH

WWH3 3areapblH GHIeT, A3Nr3MaN 3ypruiir xapbLyynaH xascaprax.

23




[
| gem——

0 pwplxi?u Witk canabli 2025 BHbl
%). caphiHab.? -Hbiieppyil nyraap
TywaansiH rypasayraap xascpant

[ 1
3PYYN M3HAWH HSMSJ’I)II < H=F

BYTOOrOOXYYHUNAT BYPTIOX KYPAM |
L __ 1

Har. HUATNOr syin e i

1.1.3pyyn MaHAWAH HAIMANT OyTaarasxyyHuar BypTrax, BypTrang eepynent opyynax,
BypTranaac xacax (Haawma “BypTran’ rax) xapunuaar 3Haxyy Xypmaap 30xuuyynHa.

1.2.9pyyn M3HAWAH HaManT ByTaaraaxyyHwvirr (uaawma OMHB rax) BypTrox, BypTrang
eepunenT opyynax, BypTranuiir TYArsnayynax, xyuuuryin Gonrox, Gyprtranssc xacax
acyyanbir  Opyyn M3HAWAH HAIMONT OyTaarasxyyHwin canbap seenen (uaawua
“OMHBC3" rax) -uiH xypnaap WMnaB3pnaHa.

1.3.3pyyNn MBHAWNH H3MANT OyT3araaxyyHwar BypTrax, rap4unraa onrox 6a OypTrax
WUAABIP rapracaH TyxaWH wowro, GaranraaxcaH M3733M13M, caenantbid xanbap
Gyxui ByTaaraaxyyHwiar OypTranTtaig Toouox Oereea eep xaarnant, caenanTran
TOoXMONANbLIr BYPTranryi rax y3Ha.

1.4.BypTranuitH  WWiAaBap rapraxag Wwaapanarartan  M3addNaMiAr - BypTryynary,
VANABIpNArd, TyxawH yncelH apx Oyxwid bawryynnara, M3PTaXIUiAH canbap 3esnen,
apyyn MaHawiin Gairyynnaraac toapyynra asy 6onHo.

1.5.6ypTryynary tan GypTronuitH 6apuMT DUYrUiAH YHSH 368, BypaH ByTaH Bananeir
xapuyuax 6a 6ypTranuiaH acyyaan xapuyucaH SMHANTUIAH MOPraXMNTIHTIN BanHa.

Xoép. BypTranuiH ynn axunnaraa, bypayynax marepuan

2 1.BypTryynary Hb epreaen, andax xycant Gonox aapaax xonboraox matepuansir
BypAYYN3H @xXNbiH anbaHa XypryysiHs. YyHA:

2.1.1.BypTryynary 6airyynnarsit ynceiH 6ypTrannitt rapYUNradHnin xyynobap,

2.1.2.3MHB-un xaparnasHuit ABUan rapax 4aHap, aoynryn Bananbid
HaTtanraaHbl TO4OPXOWMONT,

2.1.3.BypTryynary Gaitryynnara Hb TyxamH yinasapnarytan 6airyyncad SMHbB-
WiAr BYpTrYYNax rapasHuid xyynbap xysb (OH3 3aanT AOTOOAbIH YANABIPWIH OMHB-a
xamaapaxryn);

2.1.4 YANABIPNAry Hb YANAB3IPNANUIAH 30XUCTOM Aanan (GMP) acxyn “HaHapblH
yAMPANarbiH  TOTTONUEO", “XYHCHWA aloynryii Bamansii Torronyoo”, (1SO:9001,
1S0:22000, 1S017025:2018, HACCP)-bir HIBTPYYNCIH r3pHNNrad (YMNABIPNArininH
BaTanraaxyyncaH xyynbap);

2.1.5.YANABIpUiAH TOBY TaHWNLyynra (MOHron xanasp opuyynraraun),

2.1.6.YANAB3PNArYMiH 3UCUIAH BYyTIaraaxyyHa XUWCSH WWNHXWATI3HUIA OYHIUIAH
3X XYBb,

2 1 7.lUnHxunrasuuin apradnan (xonborgox apraynan 3cxyn thapmakonemnH
epeHxuit Wwaapanara, 4OTO0AbIH YANABIPUIAH 3pYYN MOHANAH HAOMANT ByTa3raaXyyHUM
xyBba MNS cTaHaapTbiH WaapAanara);

2.1.8.TyxainH OMHB-HM A 3KCNOPTBIH 36BLIGGPEN 3CXY/1 YeneeT XyaanaaaHsl
ropunnras (ymnasapnarduiti BatanraaxyyncaH xyynbap), (OH3 3aanT A0TOOAbLIH
yinasapuith AMHB-4 xamaapaxryi);

2 1.9.FeHeTUKMIAH ©epYnenTeq OPCOH Opu alwwurnaaryi, Mascyypyynax,
caTrauas HeneeT Boawuc aryynaaryii Tanaapx yANAB3PN3r4yniAH TOAOPXONNONT;
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2.1.10.TyxanH 3MHB-uin Halpnarag ambg Gu4un G6ueTsaH opcoH Bon Buumn
OueTHUA OBOr, TOPMWIAr nNaTUH HOPIJP TOAOPXOW 3aacaH YWNABIPNIrYUNH
TOLOPXOWNONT,

2.1.11.Ypramneld rapantan OMHB 6on ypramneiH H3p, OBOr, 3yANWIAr natuHaap
Buymx, xux apra BonoH xanbapuitr TOLOPXOWNCOH BapuMmT;

2.1.12 [JoTtooabliH yAnaeapuitH OMHB-uin yinunardy GoaucelH rapan yycnuiH
rapumnras, SMHB-uA yinunary 60AUCLIH H3PCUWH XarcaanT, T3Ar93puUH 4Yawap,
aroynryn baingneir 6atanraaxyyncaHd 6apumT;

2.1.13.3MHB-nin rapaan xaparnax 3aasap, MOHron xan pyy opyyyncaH 3aaspbiH
XamT;

2.1.14 Auxpary 6onoH Xo€paory caenanTbiH 8HreT 43NraMan aypar, 3arsap 499X
(yAanas3pnaryund  3px Oyxulm 3TrasguinH  Tamra T3marasdp OartanraaxyyncaH),
BypTranuitH 423X Hb HaanT xan6apTan bax 6onHo.

2.2 AxnblH anba Hb UPYYNCaH MaTepuang aHxgary AyH WUHXWT33r axabiH S XOHOrT
DartaaH xuitK, Waapanara xaHracaH raX y3san mMarepuansir WWHXI34Yug UNrasx,
OYpTranuitH Xypaamxuinr HaxXaMXUnHa.

2.3 WUnHxaauninH ayrHenTuiir axnbld 10 xoHorT BartaaH raprax bereef  LIMHX33Y
waapanaratain rax ya3san OMHB-uin  adaxwiir  nabopaTopUiH  LUMHXWIraaHA
XxampyynHa.

2.4 lLUIMHX334 AYrHanT BONOH 3H3XYY XypMblH 2.3 -T 3aacaH LWWHXUAraaHWN AYrHanT
6ypaH npcHuit gapaa axibiH anba OMHB-uii canbap 3eenenuiiH xypangaaHaap
X3N3aNUYYNaxX XYCINTUAT XYPTYYH3.

2.5.XypnblH TAMA3rN3N anbauH rapcHaac XonLL axuibiH 5 XoHorT 6arraan OypTryynary
UaxUM M3A33HNA caHA SpYYS M3HAUMH HIMAONT OyTaarasxyyHun mModaannuidr 6ypsH
OpPYYNCHbI Aaryy rop4unraar ONroHo.

2.6.BypTryynard Wb “flaiicmeq’ M3A33HWIA CaHA Aapaax MIA3NNWIAT opyyncaH
ToXMoNAoNA BYPTranuiir Xy4uH TerenaepTt TOOUHO. YYHA!

2.6.1.Hap (aHrnu, MOHron ranvr),

2.6.2.Halpnara, TyH xamxa3; (yHAc3H 6onoH Tycnax 6oauc);

2.6.3.Xanbap;

2.6.4.CaBnantblH XaMXa3,

2.6.5.AHrunan, Tepen,

2.6.6.5ypTryynary bairyynnara, YHA43CHUA YiANABapUiAH TOrTOOCOK BBBHNIt YH3;

2.6.7.YANABIpnardyninH Hap;

2.6.8.YMNABIPNICIH YNCbLIH H3P, Xasr, banpumn:

2.6.9.JIMLUEeH3 333MLWNIYUIH HIP, XanT,

2.6.10.Xaaranax Hexuern,

2.6.11.CasnanTblH MaTepuan, xanoap,

2.6.12.baTtanraaxyyncaH xaparnax saasap;

2.6.13.AHxaary 6a xoépaordy casnantbid ragaag 6anansiH asnraman sypar (JPG);

2.6.14.bapaa, 6yT33raaxyyHui ONoH yncblH XydanaaaHbl CTaHAaPT Ko4,

2.6.15.6TKYC kog;

2.6.16.Xagranax Hexuen,

2 7.0MHB-un BypTranuiir gapaax Hangnaap ayraapnax 6a Hap TOMbEOHbI Aapaax
TOBUYNONbLIF awurnana. YyHa:fapan yycan, aHx DypTraracoH OH, cap, eaep, TyxauH
OMHB-uit gayraap (Kuwas He: F-2025-10-01-Supp-00050)




AMHB ToBunon Tannbap
[apan yycan F Foreign =mnopTeiH AMHB;
! & Local =YHaacHwui yinasapuintdh OMHB:
YncelH  Byptrana  aHx | 0000-00-00-00 | >Kuwoaanban: 20251001 6ytoy 2025 oHbi
BypTraracaH oH, cap, egep 10 capblH 01;
Supplement Supp F-2025-10-01-Supp-00050
TyxaiH SMHB-Huit gyraap | 00000 00050; 00051; r.m 5 undpaap

2.8.YANAB3PNary Hb apyyn MIHAWAH HAOMANT BYTI3raaxyyHWin YaHapbir caixpyynax
3opunroop OypTranuitH eepynenTuiir xuinrax 6a  espunenTuiir MepaseX 3xnax
Xyrauaar eepunenTUuitH XycanTag TOAOPX0N 3aax UPYYIHS.

2.9.BypTranuitH matepuang fapaax eepunent opyynax Toxuongong 6ara XamKasHu
©OPUNBNT raX Y39H OM, SMHINTUAH X3PArCNuAH XSHanNT, 30XMLUYYNanTbIH ra3apT XyCanT
XYRIYYJDK, 86p4nenTuiir OypTryynHa.

2.9.1.AHxpnary Ba xoéppory casnanTblH 3arsap, xanbap, Xam3d, WOLWro Aaxb
Bapaa, 6yTo3raaXyyHWI ONOH YNCbIH XyAanAaakbl CTaHAAPT KoA, Noro, ranorpamm,
uyspan, OypTranuinH gyraap 33par M3433/1311 €6pYNeraex;

2.9.2.3uUcKinH BYT33rAaxyyHUi caBnanTbliH TOO X3MX33 6epyneraex;

2.9.3.Xoéppaory casnanTtblH Matepuan eepyneraex

2.9.4.JluueH3 2333MLINMY, YWNABIPNArYMiAH 36BXBH HIP eepynergex acxyn
NULEH3 333MLUNMYNIAH Xanar, Baipuun espyneraex.

2.10.OMHB- a4 fapaax eepynenT OpcoH TOXMONAONA WWHA3P BYpTryynHa:
2.10.1.YHACaH ynnynary 6oauc 60N0H epeHxXuin LUMHX YaHap eepyneraex;
2.10.2. OMHB-ut xan63p HAMIraQax, eep4yneraex;
2.10.3. X3parnax apra 3am Hamaraax, espyneraex
2.10.4. Xaparnax TyH /OMHB-HMIA TYHrWAH Xsi3raap, HA3p Tepeng 3aacad/,
HAMIraax, eepuneraex.

2.11.[lapaax eepuynenTUir ux X3MXI3HWA eepunent rox y3sH, OMHB-uin canbap
36BNENUIH XypanfaaHaap XananuyynaH WwunasapnyynHa. YyHa:

2.11.1.YiAnunary Goauc BonoH aucuitH OyTaaraaxyyHun TortsopTton Banpang
8OpYNIeNT OPOX (XYYMHTSN Xyrauaa eepuneraex, xafaranantbiH ropuM eepunergex rax
M3T),

2.11.2.3ucunns OytaarasxyyH 6onoH Hawpnara gaxb 604WCBIH WWHXUNII3HWUI
apradnang eep4ynent opox,

2.11.3.YitnasapnanuiiH Gaitp, xaar eepunernex;

2.11.4.ByTa3ra3xyyHUn epeHxnin Maaaanan, xaparnax 3aasap, 6epuneraex;

2.11.5.Auxaary 6a xoépaory caBnanTblH LWOLIrbIH M3A33NNNIAH aryynra
eepyNeraex;

2.11.6. Byprryynary 6anryynnara espuyneraex.

2.12.OMHB-Huin canbap 3esneneec pnapaax Toxuonaona OypTranuir Xy4uHryw
bonroHo. YyHA:

2.12.1.3MuiiH YaHap, aloynryin 6angani XMUCaH TaHaanT, XaHanT, wWwanranTbiH
[yH, xonboraox AyrHanTasp waapanara xaHraxryin 6onoxsir TOrTOOCOH,;

2.12.2. BypTranuii GapumT Gudruilr xyypamyaap BypayyncaH Gonoxeir 3,
AMHONMUIAH  XBPArCNWNAH XSIHANT, 30XULUyynanTbiH raspbiH AOTOOA XAHANT, Xyynb
XAHanNTbiH Banryynnara TOrTOOCOH;

2.12.3. Xyynb Byc 3ap cypranyunraa sByy/mK xeparnarygag Oypyy maasanan
TYraacaH Hb xonborgox banryynnaraap TortooracoH;

2.12.4 BypTryynary GonoH ynnasapnaryaac OypTrannir Xxy4uHryin bonrox andau

XYCANT UPYYJICH.
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1. 3M BYPTIYYNNIOX ©PIre167
APPLICATION FORM FOR REGISTRATION OF MEDIC]NES

OPTOATMNIH AYTAAD: .. eeeeeeeeeeeeeeeeerresereres e, ’ ' ; ’
Number of Application _—

©preanuitH xanbap (xonboraox AepPBeMKHUIAT TAMA3IN3X)
Type of application (check the applicable box)

I:] LUnHaap BypTryynax uMnopTbiH oM /aHrMAH BypTran/
Registration of imported medicine /regular registration/

I___| LLnHaap BypTryynax UMNOPTbIH M /TYproBunncaH oyprran/
Registration of imported medicine /fast-track registration/

D Wnkaap BypTryynax eH4YMH am
Registration of orphan medicine

D LLnHaap BypTryynax 4OTOOAbIH YANAB3PUIAH 3M
Registration of domestically manufactured medicine

D HexuenT BypTranaap BypTryynax am, BakUuH

Conditional registration
OpreanuinH 1-p xacraac Bycabir 3M YANABIPNArY 3CXYN IMUEHS 333MLUUTY berneHe.
(To be filled by manufacturer or license holder except Part )

=

[Xacar. 1 FAPTATUUVH TANAAPX MS,E[SSJ’!SH

AR

APPLICANT'S INFORMATION
The applicant shall be a manufacturer or a Mongolian wholesaler, who
was issued a special permission from regulatory authority.

BypTryynary
BanryynnarblH Hap
Name of organization

Byptryynary
BanryynnarbiH xasar
Business address

| LyypaHrminH xaar
Postal address

YTacHbl ayraap
Telephone number

-M3iAn Xaar
E-mail address




BairyynnareiH
yavpanarbsiH Hap,
yTacHsel gyraap, u-
MaWnN xasr

Name of a director of
the company, phone,
e-mail

Xapunuax xyH,
yTacHbl gyraap, 1-
M3aWn xasar

Contact person,
telephone number e-
mail

BypTryynary, xaHraH
HAMNYYN3X
banryynnaraac
TOrTOOCOH
ByTIarAaXYYHUM
BeeHUN YHI (XamruiH
Bara HaNKaap)

Landed price of the
product defined by
wholesaling
pharmaceutical
company, responsible
the MA (price of the
smallest unit)

Il X3Car.
PART Il

(A

SUCI/WIH BYTSSFJJ.SXYYH YMHJZI,BSPJ'ISI'HMI/IH MSJJ,SSJ'ISII
FlN!SHED PHARMA _EUTICAL PRODUCT'S MANUFACTURER

| INFORMATION

| YiinaBapnarduiH Hap
Name of manufacturer

YnaBapnarduiH
xasr, banpwun
Manufacturing site
address

LyynaHruitH xasar
Postal address

YTacHbl gyraap
Telephone number

Beb xasr
Web address

Xapunuax XyH
Contact person

N-mann xasar
E-mail address

NMUUEH3 333MWNMHUIAH
Hap

Licence holder’s
name

NUUEH3 333MWNMYUIAH
xanr

Licence holder’s
address

)
oc




[ X3Car,
PART llI

BYTOOI AOXYYHUN TANAAPX MOG3N
FINISHED PRODUCT INFORMATION

SMUIRH xygangaaHbl
HapLuKn

Proprietary name
(trade

name)

SMWIAH ONOH YNCblH
HapLUKn

Approved INN
name(s)

SMUWIAH epeHXUM
HapLun

(x3apBaa Hairaa 6on)
Approved generic
name(s)

Yianunary 6oguchbiH Hap,‘Ts}H X3M¥33, yANABapnary .
Name and strength of active ingredients

Hap TyH Yinpeap- | Hap TyH xamxad | Yingaeapn

Name X3MX33 N3r4nitH Name Strength 3r4viAH
Strength HAp, Xasr, H3p, Xasr,

ync ync

1

2

3. 6.

Tycnax 60AnUChIH HAP TYH X3MXK393

Name and strength of inactive ingredients

Hap TYH X3MXK33 Hap TyH X3MK33

Name Strength Name Strength

. B.

2 6.

3. T

4 8.

OMUIH xanbap
Dosage form

Xagranax Hexuen
Storage condition

Xy4nHTal Xyrayaa
Shelf life

[owrbiH MOHUTOP

| (3eBxeH BaKUWHA
| XamaapHa)

The vaccine vial
monitor (only for
vaccine)

CaenanTblH Xanbap
Primary packaging

CasnanTbiH XaM»Xa3d
(Hark Ga GeeHeep
casnacaH)

Packing size (unit and
bulk package)

Onrox Hexuen

[lapaaxaac COHrox:
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Dispensing category

MawHcyypyynax (Narcotic)
Catrauag HeneeT (Psychotropic)
OMH3INMIAH Hexuena (Inpatient)
»Kopoop (Prescription)

o Xopryn (OTC)

0 QC o

X3parnax apra 3am
Route of
administration

[apaaxaac coHrox:
o Cyynrauaap (Implant)
Ambcranaap (Inhalation)

o]

o [ycnaap (Instillation)
o Xamapt aycnaap (Nasal)
o Yyxaap (Oral)
o [lapaHTepwan samaap (Parenteral)
o LWynyyH ragcasp (Rectal)
o XanaH Aop TasbX xaparnax (Sublingual/Buccal/Oromucosal)
o ApbcaH gop (Transdermal)
o Yrpaarssp (Vaginal)
o bycap (Other) /specify route of administration/
Buenin 6yTay,
AMYKUNTa’, XUMUIAH
OyTuaa cyypuncanx
aHrvunan - ATC Code
(Anatomical
Therapeutic
Chemical)
dapmakonoruiH
aHrunan
Pharmacological
classification
["agHa Gaingan BHre/Color Xanbap/Form Xomxaa/Size | Bypxyyn
Description /Coating
bycaa/Other description

X3parnax saant
Indications

Xopurnox 3aant
Contraindications

[ax Henes

Side effects

IV XBCar. BYPTIOUVIH TANTAAPX M3A33/13N
PART IV REGISTRATION INFORMATION

YANAB3pN3CcaH yncbiH
Hop
Country of origin

YAnpsapnary acxyn
NULEH3 333MLWUMUIAH
yncag 6ypTracaH
ayraap

Registration number
in country of
manufacturer or
license holder

YAnasapnard acxyn
MULEH3 333MLLIUMYMIAH
yncapn 6ypTracsH
OrHoo

Date of registration in
country of
manufacturer or
license holder

(dd/mmlyy)
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O3MB-bIH

)arcaantag OpcoH BYPTrANAAH CTATYCoIr WANTAX 3X YYC83p (NAHK)
SMUNH link to verify registration
3oxuuyynanTbeiH o DyprranuAn ayraap
Bairyynnarataw o  registration number

yncan GYPTFGGSH o aHx BypTraca orHoo

Bangan o  date of registration
Registration in WHO o GYPTranaiH XySMHTaR xyrauaa
listed authorization o regisralion validily

AHXpard yy acxyn .
€POHXUA HIPLLNUIH || Anxaardy aw/Original/
M yy?
It is original or generic D EpeHxuit Hapwnuitd am/Generic/
medicine?

(If it yes, please
attach the link)

| (authorized Person) .........ocovevemiiiiiiniinanns declare that the particulars given in this
application are true and correct.

By (3pX BYXUIA XYH) .ovviiiiiienniimmmmensecninnenes 3H3 M3AYYNArT ereraceH Maalanan
YH3H Bereep 368 6ONOXbIr MIAAMAIK BaiHa.

B 1 Authorized signature..........ocoooiiiiiain

OrHOO...covvennnnen 3PX BYXUN raPblH YOI ..o eeeiciniaeieeee i

.............................. [axnbiH anbaxbl Hap/ eeiieeeveirieeesnnnnn..iIn@ame of the
institution/

BB . o i st e R R S T Address:

WyyAaaHrAH Xanpuar: ..., rpoB.

ot R Fax

...............................................................

The application should be submitted to:
Medicines Registration division

Medicine, Medical devices regulatory agency
AGATESS, .vveeiieeeeeee et e
Phone: 976-51-260212, 976-51-260214

Mail: eehhzg@moh.mn

Bpreaen raprax xasr:

OMuiH DypTranninH xanTac

OM, SMHINTUIAH X3parcnNuiH XsHanT, 30XUUyynanTbiH rasap
XRART: .. commumsansnrnosssnmnsont SEISGHEATIEIRN SoE s P e

YTac: 976-51-260232, 976-51-260214

Maiin: eehhzg@moh.mn
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2. YNAMXNANT 5ONOH YPFAMINbIH TAPANTAU 3M BYPTIYYN3X 6Preaern
APPLICATION FORM FOR REGISTRATION OF TRADITIONAL OR HERBAL MEDICINES

©preanniH ayraap:...............

Number of Application

©preanuniti xanbap (xonboraox AepPBeMKHUIAr TAMA3rN9X)
Type of application (check the applicable box)

]
L

LLnHaap BypTryynax UMNopTbIH ynamknanT am
Registration of imported traditional medicine

LnHaap BypTryynax MMNOpTbIH ypramnbiH rapantai am

Registration of imported herbal medicine

]
L

nHaap BypTryynax 4OTOOAbIH YANABIPWUIAH YNANIKNANT 3M
Registration of domestically manufactured traditional medicine

LnHaap BypTryynax AoTooAblH YWNABIPUAH ypraMmnblH rapantai am

Registration of domestically manufactured herbal medicine

OpreanuitH 1-p xacraac Bycabir aM yANAB3PAArd 3CXyn nNuueHs a3amwnry dernete.

(To be filled by manufacturer or license holder except Part |)

©iecer
PART |

. __Eyp'rrwnax x\fg anT
g -seBweepen - Byxuit
-HHHJ’IYVI’ISX 6ab1ryynnara (uaal.um,q “6yprrwnam rax) GaMHa

GPI—GHGH !'API'AF‘-II/MH TAITAAPX M3O33/13]1.
: ---Iraprarq Hb vmn.qsapnem acxyn Tycrai
- OM, | 3MHGNIVAH | X3p3rcan  xaHrad

APPLICANT'S INFORMATION

The applicant shall be a manufacturer or a Mongolian
wholesaler, who was issued a spec:al permlssmn from
regulatory: authorlty

Byptryynard  GauryynnarbiH
Ha3p
Name of the registrant

Byptryynard  GairyynnarbiH
Xasr
Business address

LWyyaaHruiH xaar
Postal address

YTacHbl gyraap
Telephone number

N-mann xasr
E-mail address

BaitryynnarbiH yavpanarsiH
H3p, yTacHbl Ayraap, u-mann
xasr

Name of a director of the
company, phone, e-mail

Xapunuax XyH, yTacHbl
ayraap, u-mann xasr
Contact person, telephone
number




BypTryynary xaHrax
Huinyynax Ganryynnara,
YHAICHUW YNaB3puiH
TOrTOOCOH B86OHWIA YH2
(xamrvH Gara HaPK33p)
3eBXeH BypTryynary
Bainryynnara 6erneHe.
Landed price defined by
wholesaling pharmaceutical
company, responsible the MA
(price of the smallest unit)

II XSCOL
- PARTII

SL\CIAMH _ YTSSI'HSXYYH YWUNABIPNAYUMH

YAnaeapnarduiti Hap
Name of manufacturer

YANQB3PNArynitH xasr,
Banpwwmn
Manufacturing site address

WyyaaHrumiH xasr
Postal address

YTacHbl gyraap
Telephone number

Beb xasr
Web address

Xapunuax xyH
Contact person

N-mann xasr
E-mail address

NMLEeH3 333MLIMMMNIAH Hap
Licence holder’'s name

JTULIEH3 333MLLUNIYUIAH Xasr
Licence holder’s address

HapLUUN
Proprietary name
(trade name)

[ X3C3r. BEYTO3rA3XYYH U TANIAAPX MOO33N37
PART Il FINISHED PRODUCT INFORMATION
| OMWIAH XyaangaaHs!

YnamunanT XopbIH H3p
Traditional name

YaHapblH waapgnara (
dapmakonenH Hap, OrHeo,
XyyAacHb! gyraap)

Quality standard (name of
pharmacopeia, date, page)

HaWpnarag opcoH ypramnbiH H

3p

Name of plants in the dosage form

4L
WnHxnax  yxaaHsl (NaTwH) s (vﬁ.qac Bapumr lapan  yycan,
ESE? ww r.m) TyH XOMK33 Buaur ::annammm
R Usable part of | Strength T p P

the plant dechmca | ori

(stem, root, Oﬁcumentati rigen

ect.)
;
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2
3.
4

5.

Tycnax 60AUCEIH H3P TYH X3MXK33
Name and strength of inactive ingredients

Hap TyH xamxaa | Hap TyH XamKa3
Name Strength Name Strength
1 =

2 5

3 B.

OMUIH x3nbap

Dosage form

Xagranax Hexuen

Storage condition

Xy4nHTaNM xyraLaa

Shelf life

AHxpar4 casnant
Primary packaging

CaenanTbiH Xamkaa (Hank Ba
BeeHesp caBnacaH)

Packing size (unit and bulk
package)

| Onrox Hexusn
| Dispensing category

cC 0O 00O

[lapaaxaac COHrox:

Maricyypyynax (Narcotic)
CaTtrauapa HeneeT (Psychotropic)
OmHanruiiH Hexueng (Inpatient)
Yopoop (Prescription)

Wopryn (OTC)

Xaparnax apra
Mode of administration

3MYnnrasHuim Bynar
Therapeutic group

[apHa 6angan
Description

Snre/Color || Xan6ap/Form | Xamxaa/Size | Bycap/Other
| description

Xaparnax 3aanT
Indications

Har yaaaruiH TyH
Single dose

XoHoruiH TyH (4334 6a gooa
TYH)

Daily dose (max, min and
average)

Xaparnax xyrauaa
Duration of use

TyH XaTpanT
Over dose information

Xaparnax Tycran Hexuen
(>KNPAMC3H, XYYX34 .M)
Special usage (pregnant and
child etc)




Xopurnox saanT
Contraindications

AHXaapyynra
Warning

XapunuaH yinynan
Interaction

[ax Henee
S:de effects

| BYPTTOIMVH TATAAPX MOG3N |
| REGISTRATION INFORMATION

Ywn,qaapnacaH YNCBbIH H3p
Country of origin

Yinasapnary acxyn nuueHs
333MLUMMMUIAH yNncag
BypTracaH ayraap
Registration number

in country of manufacturer or
license holder

YANLBApnard acxyn NuueHs (dd/mmlyy)
333MLUMMMUAH yncan
BYPTracaH orHoo

Date of registration in country
of manufacturer or license

holder

| (authorized person) ..........ccccevieereiininiennss declare that the particulars given in this
application are true and correct.

Bt (op YRR SOVH) unasvesmnaisiicss i isapeaie SHO M3AYYNarT ereraceH mMagaanan

VH3H Bereea 3e8 60noxbir Maaaraax banHa.

Date............... Authorized signature.....................coo.eee
OrHe0....oovvvee . DPX BYXMIA TAPBIH YOOT s vvvwvivim e sinsvi snaminais sis
.............................. [axnblH anbaHbl H3p/  ...........ceee..o.oo..../n@ame of the institution/
RBAT, et e Address:

LyyAaaHrMiH Xanpuar: ..o POB:

DAKC: oeovveeeeeeeiieee et Fax

The application should be submitted to:
Medicines Registration division

Medicine, Medical devices regulatory agency
BUTESS s iaem o ni e s T i S
Phone: 976-51-260212, 976-51-260214

Mail: eehhzg@moh.mn

Opreaen raprax xasr:

3MUAH BYPTranNuinH XanTac

OM, 3MH3NMIAH X3PArCNUNKH XAHanNT, 30X1UyynanTblH rasap
KA. et
YT1ac: 976-51-260232, 976-51-260214

Mann: eehhzg@moh.mn
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3. AMUMAH YWUNYN3ry s60QuUChIr BYPTIYYN3X, BYPTIONMUUH XYTALAAT
CYHFAX erprepnen
APPLICATION FORM FOR REGISTRATION, RENEWAL OF ACTIVE
PHARMACEUTICAL INGREDIENTS

ODIBAMANE RYTABPE ccxssvorswrsisssusmsesessmusmmmss s

©preanvitH xan6ap (xonboraox A8PBEMKHNAT TOMAAINI)
Type of application (check the applicable box)

D LLnHaap BypTryynax aMuitH yiununary doauc
Registration of active pharmaceutical ingredient

D BYpTronuiiH xyrauaa CyHryynax aMuiH yinunary 6oauc

Renewal of active pharmaceutical ingredient

©preanuiii 1-p xacraac Bycapir 3@BXeH yiinunary 6oauc yinasapnary Gernetxe (To be
filled by manufacturer only except Part |)

| X3C3ar. OPreJen rAPrArYvH TANAAPX MOA33M3]I.
PART I : E'{p'rrwnax xycam' raprard  Hb ywnqnam Go;mcbm

' The-appllcant shaII be a mahufacturer who has a contract
with the manufacturer on registration of listed AP (s).

byprryynary
DanryynnarbiH H3p
Name of the registrant

BairyynnarbiH xasr
Business address

LWyynaHrunH xasar
Postal address

YTacHs! gyraap
Telephone number

E-mamn xasar
E-mail address

XapuyucaH MIpraxxunTaH,
yTacHbl Ayraap
Responsible person,
telephone number

|| X3Car. YWUNABOPNATUYNUH TANAAPX M33313]1
PART Il | MANUFACTURER INFORMATION

YAnNAaBapnardyunH Hap
Name of manufacturer

YNNaB3pNacaH YNCbiH H3P

| Country of origin

| YAnaBapnarduitH xasr,
Banpumn
Manufacturing site
address

LyynaHruin xasr
Postal address

YTacHbl Ayraap




Telephone number

Beb xasr
Web address

Xapunuax XyH
Contact person

E-mann xaar
E-mail address

Yun4ynard 6oguc
ynngsapnaryuintd GMP
rap4MnrasHui ayraap,
XYMMHTOW Xyrauaa
Manufacturer's GMP
certificate number, validity
period

Al | XGCSFJ“ S R _

PARTIII

[ YMnunary 60AUCHIH TANAAPX M3daanien

INFORMATION ~ FOR

INGREDIENTS

ACTIVE =~ PHARMACEUTICAL

Xyrauaar cyHryynax
yinunary 6oancninH
OypTronunH ayraap
Mongolian registration
number

Yiununary 604AnChIH Hap
Name of API

XumuiH ByTay
Chemical structure

YaHapblH cTaHaapT
(waapanara xaHracaH
chapMaKonemr COHrox)

Quality standard (please
select the relevant
pharmacopeia)

NG OXY AHY AGXd E® 30  MYYO®
OooOOoOoOoo0Ooad
BP RP USP JP CP EP IP MP

oooooo 00O

Yindnary 604MChIH
XyBUWH pyraap
CAS number

Fapaapn Banpan
Description of API

AMWiAH yiin4nary 6oancbiH
yycant
The solubility of the API

Xagranax Hexuen
Storage condition

XY4UHTIN Xyrauaa
Shelf life

AHxpardy casnanTbiH
mMaTepuan, xanbap
Primary packaging
material and form

PART IV

REGISTRATION INFORMATION

BYPTIONVMH TANAAPX MRA331an -

Yunagapnary yncag
BypTracaH ayraap, orHoo
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Registration number and

date in country of origin

| (authorized pPerson) .........cocvviviieiiniiienennns declare that the particulars given in this
application are true and correct.

Bl (Ot OVXIE RYHY usamswmsmivamssinenswiss s 3H9 MBAYYNSrT ereraceH M3Aasnan
YHOH Gereep 3eB 6onoxbIr MaAarAax 6anHa.

B} Authorized signature................ooeeciiiiennn

OrHOO.  vsvvaniin v DPX BYXPAN FAPBIH VORI wuss covsiva s s s ssissaes

.............................. /axnblH anbawbl Hap/ ceviiereeeiiiiie e .Jn@ame of the
institution/

BRI o v S S R Address:

WyyaaHr K XampLar: ..., POB:

DAKC: coiiiieiiireiiiiee e Fax

The application should be submitted to:
Medicines Registration division

Medicine, Medical devices regulatory agency
AAIESS, ouiiieii ittt
Phone: 976-51-260212, 976-51-260214

Mail: eehhzg@moh.mn

Oprefen raprax xar:

OMUIAH BYPTranuiiH XanTac

OM, 3MHINIMAH X3PIrcNuNitH XAHanNT, 30XUUyynanTbiH rasap
- A R T

Yrac: 976-51-260232, 976-51-260214

Maiin: eehhzg@moh.mn
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4. 3AMWUWH BYPTIINUIAH XYTALUAA CYHIYYITAX ©Prefern
APPLICATION FORM FOR RENEWAL OF THE REGISTRATION

OpregnuiH gyraap:....
Number of Application

©preanuitH xanbap (xon6oraox AepBEeMKHUAT TAMAIIIIX)
Type of application (check the applicable box)

D BYpTranwiiH xyrauaar CyHryynax MMnopTbiH 9m
Renewal of imported medicine

D BypTranuiiH xyrauaar cyHrax eH41H am
Renewal of orphan medicine

D BypTranuiiH xyrauaar CyHryynax AoTooablH YANABIPUIAH 3M
Renewal of domestically manufactured medicine

Opreanuiti 1-p xacraac Bycabir aM YIANABIPNAIY 3CXYN NNUEH3 333MLUMIY GerneHs.
(To be filled by manufacturer or license holder except Part I)

I X3Car.
PART I

oPrefell I"API'AI'L-]HMH TAJIAAPX M3O33113]1. g
BypTryynax xycant rapl;aru Hb YMNABAPNaM, Tycrai 3eBlUeepen 6vxmw

3OM, 3MHIMMMAH X3PArcan XaHraH Huinyynax ﬁanryynnara (uaa;.um,q
‘Gyprwynam rax) SaHHa : : G

APPLICANT’S lNFORMATION
The applicant shall be a manufacturer or a Mongolian wholesaler, who

| was issued a special permission from regulatory authority.

BypTryynary
BanryynnarsiH Hap
Name of the registrant

BypTryynary
BairyynnarsiH xaar
Business address

LyynaHruiaH xasar
Postal address

YTacHbel ayraap
Telephone number

N-man xasar
E-mail address

BawnryynnarbiH
yavpAnarbiH Hap,
yTacHbl gyraap, u-
M3N xasr

Name of a director of
the company, phone,
e-mail

Xapunuax XyH,
yTacHbl gyraap, u-
M3Wn Xaar
Contact person,
telephone number
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BypTryynary xaHraH
HUANYYNax

| Gairyynnara,

YHA3CHWIA
ynoB3apuiiH
TOrTOOCOH BeeHui
YH3 (xamruwH 6ara
H3MKA3p) 36BXEH
BypTryynary
Bairyynnara
BerneHs.

Landed price defined
by wholesaling
pharmaceutical
company, responsible
the MA (price of the
smallest unit)

NI X3Car.
PART Il

SLICUWH BYTI33MA3XYYH YVINABIPNIrYMMH MOASS/1AN

FINISHED PHARMACEUTICAL PRODUCT'S MANUFACTURER
INFORMATION

YAUNOBIpNardndH Hap
Name of manufacturer

YHAC3H yinn4unary
6oauc 60noH aLcuiiH
OyTa3rg3xXyyH
VANABIPNArYniiH
xasr, bahpwmn
Manufacturing site
address

LLlyynaHruiH xasr
Postal address

YTacHbl gyraap
Telephone number

Beb xasr
Web address

Xapunuax xyH
Contact person

WN-man xaar
E-mail address

JIMUEH3 333aMLLINIYUNAH
Hap

Licence holder’s
name

JInUeH3 333MLWMIYNIH
xasr

Licence holder’'s
address

(XSGR B:s
PART Il

BYTOSrA3XYYHUN TANAAPX MOA33/13]1

FINISHED PRODUCT INFORMATION

OMUIAH XyaanaaaHsbl
H3pLuMn

Proprietary name
(trade

name)

OMWIAH 0N0H YNCbIH
HapLMn

Approved INN
name(s)
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OMWUAH eperHXniA
HapLun

(xopBaa Baitraa 6on)
Approved generic
name(s)

OMUIAH BypTranuiH
Ayraap

Mongolian registration
number

Yinunary 60AUCbIH HAP, TYH XOMXK33, YAN4Bapnany
Name and strength of active ingredients

Hap TyH Yungeapn | Hep TyH X3MXKa3 Yhnasapnary
Name X3MKI3 ar4nmnH Name Strength WAH H3p,
Strength H3p, Xasr, Xasnr, ync
ync Name of

manufacture,
country

1 4

2 5

3 B.

Tycnax 6oAUCBIH H3P TYH X3aMM¥39

Name and strength of inactive ingredients

Hap TyH XaMX33 Hap TyH X3MX33

Name Strength Name Strength

1. B

2. 6.

3 T

4 8.

SMUiAH xan63ap
Dosage form

Xagranax Hexuen
Storage condition

XYYMHT3A xyrauaa
Shelf life

WowreiH MOHWTOP
(3eBX6H BaKUMHA
XxamaapHa)

The vaccine vial
monitor (only for
vaccine)

CasnantbiH xan6ap
Primary packaging

CasnantblH XaMXKa93
(Hark Ba BesHesp
caBnacaH)

Packing size (unit and
bulk package)

Onrox Hexuen
Dispensing category

[lapaaxaac COHrox:
o Mancyypyynax (Narcotic)

Catrauap Heneet (Psychotropic)
o SMH3NMMAH Hexueng (Inpatient)
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o Kopoop (Prescription)
o Xopryi (OTC)

X3parnax apra 3am

[apaaxaac coHrox:

Route of o Cyynrauaap (Implant)
administration o Ambcranaap (Inhalation)
o [ycnaap (Instillation)
o Xamaprt gycnaap (Nasal)
o Yyx (Oral)
o MNapaHTepuan (Parenteral)
o WynyyH ranceap (Rectal)
o XanaH pop (Sublingual/Buccal/Oromucosal)
o ApbcaH gop (Transdermal)
o Yrpaaraap (Vaginal)
o bycaa (Other)
BueuiH 6yTay
IMYUNIasHA
cyypwuncaH aHrunan
Anatomical
therapeutic
classification
dapmakonorumH
aHrunan
Pharmacological
classification
lNapHa 6angan ©Hre/Color Xanbap/Form Xamxaa/Size | Bypxyyn
Description /Coating
Bycapn/Other description

Xaparnax 3aant

Indications

Xopurnox 3aanTt
Contraindications

[[ax Henee
Side effects

IVXOCal:

PARTIV. = =

Ymn,qsapnacaH yncuH
Hap
Country of origin

Yinasapnary acxyn
NMULEHS 933MLUUMUIAH
yncag BypTracaH
Ayraap

Registration number
in country of
manufacturer or
license holder

Ynasapnard acxyn
NUUEHS3 333MLUNIYUIAH
yncag OypTracaH
OrHoO

Date of registration in
country of
manufacturer or
license holder

(dd/mmlyy)

OH2 oM AHxpary vy,
EPEHXUIA HAPLUNUAH
aM yy?

[ | Axxnary am/Original

: EpeHxunin HapwnuinH am/Generic
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it is original or generic
medicine?

(If it yes, please

attach the link)

| (authorized person) .............ccccocoiiiiiiiiil, declare that the particulars given in this
application are true and correct.

By (3pX OYXUIA XYH) ©ooviviitii i 3H3 M3AYYNArT ereraceH mManssnaj

YHaH Dereep 3eB bonoxbir Magargax baiHa.

Date............... Authorized signature..... ... ssvvvissssnine

U85 ;[T WRRU— OPX BYXWIA rapblH YCAM ... iie et eeeee e,

............................. /axnblH anbaHbl Hap/ ciivieriineerineenenan.dname of the
institution/

D Address:

LyynaHrmidH Xampuar: .......cccvvevvveeeeeeene. POB:

DAKC. e Fax

The application should be submitted to:
Medicines Registration division

Medicine, Medical devices regulatory agency
PSS! sy e e S
Phone: 976-51-260212, 976-51-260214

Mail: eehhzg@moh.mn

Opregen raprax xasr:
OMUINH BYPTranUNH XanTac

OM, SMHANITUAH X3PArCNUH XSHaNT, 30XULYyyNanTbIH rasap
£ L R

YTac: 976-51-260232, 976-51-260214
Mann: eehhzg@moh.mn
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5.9MWUWH BYPTIr 3N 66PYNONT OPYYIIAX erPregen
APPLICATION FORM FOR MEDICINES’ REGISTRATION VARIATION

OpreanviH ayraap:...............

BepunenTuinH xanbapuitH (xonBoraox AepBeHKHUAT TOMAIIN3)
Type of application (check the applicable box)

bara espunenTt

]
L]

Ux eepunent

Minor variation (Vmin)

Major variation (Vmaj)

OpreanuitH 1-p xacrasc Bycabir aM yinaBapnary acxyn NuUeH3 33aMLwury Gernewe.
(To be filled by manufacturer or license holder except Part )

©preanuinH 3-p X3Crasc 3X13H 88PYNIBNT OpyycaH xanba3paap 6ernexe.

| X3Car.
PART |

ST AT YT orfa
ety f

Gyxnia Om

-The appllcant

errepesn !'APFANMMH TAJIAAPX MOA33N3J.

Byprryynax xycan'r raprary Hb YWNABSpAary, Tycrau sesweepen
1 _3MHSJITUAH X3parcan XaHraH Hmuhwn 6amryynnara

/ ﬁ'“\'f":;am r3X) baida, o

A

ORMATION )
| be a manufacturer ora Mongollan wholesaler
who was issued a special permission from regulatory authority.

APPLICANT S

byptryynary  Ganryynnarbid
Hap
Name of registrant

bByptryynary  Banryynnarbi
xasr
Business address

LWyynaHrmiaH xasr
| Postal address

YTacHbl gyraap
Telephone number

E-main xasar
E-mail address

Xapunuax XyH, yTacHbl
Ayraap

Contact person, telephone
number

BypTryynary xaHrax
Huinyynax 6auryynnara,
YHA3CHUA YNAB3pUNH
TOrTOOCOH B688HNN YH3
(xamrumH Bara HaPKaap)

| 3eBxeH BypTryynard
Bairyynnara 6erneHe.

[ Landed price defined by
wholesaling pharmaceutical
company, responsible the
MA (price of the smallest

unit)
Il. X3Car. BOPYNSNTUVH TANAAPX MIA3313/
PART Il INFORMATION OF VARIATION

o




3eBlUeePOlraCceH
M3O33N3:
APPROVED
INFORMATION:

OPYYIJIAX 86PYNENT
PROPOSED CHANGE:

©6P4YINBINT OPYYJIAX
WANTrAAH

CAUSE OF THE
VARIATION

©6PYNONTUNH X3NBIP
TYPE OF THE VARIATION

Oapaax XyCH3rraac xonbor[ox eepynenTuiir COHroHo:
Select the relevant variations from the following table:

1.WuHasp BypTryynax
lWaapanharataw eepynent
Require a new market
authorization

(napaaxaac COHroH
Ayryinxa)

(circle select from the
following)

1.1 OMuitH yn4dnary 6oauckiH H3P BONOH EePeHXUA WKMHX YaHap
(nasc, 31pWinH HArQdN, ynamiunan Conurgox) eepuneraex
(Change of the nomenclature and general properties (salt, ether
compounds, .... ) for API

1.2 3muitd  yanudnard GopucbiH opy eepudnerpgex (Change of
compositions)

1.3 3muitH xanbap Hamargax, eepyneraex (Change and add of
dosage form)

1.4 Xaparnax apra 3am HamMarasx, eepynergex (Change and add of
route of administration)

- Buoxypaxyi eepunergex (Change of bioavailability)
- dapmakoknmHeTuk espuneraex (Pharmacokinetics) r.m

1.5 Xaparnax TyH, 3aanT Hamaraax, eepyneraex (change and add
of strength and indications )

2.03-uiH xypnaap
Xananuyynax bypTranuiH
gepunent

Variation to consider by
Human Medicines Council

(hapaaxaac COHroH
AyryvnHa)

(circle select from the
following)

2.1 OmMuiAH  yiandnary BoancbiH  yWNABIpNary

~ eepunerpex (variation of API's manufacturer )

2.2 OmuiiH  yundnard Goawc GonoH  SucWilH  BYTaaraoXxyyHWM
TorTBopTOi Bangang eepynent opox ( XY4YWHTOA Xyrauaa

H3M3rgax,

eOpYNeraex, XaprananTblH rOpUM ©epuferaex rax MaT)
(variation of stability for APl and finished product )
2.33ucuith  BYT33rAaxyyH, TYYHWA Xxonbu, Tycnax ©Boawmc,

xapblyynax cTasgapt 6oavc 6onoH matepuanbiH TEXHUKNAH
waapanarag HeManT eepuynent opox (variation of the
specification for the finished product and their impurities,
excipients, reference standards or materials)

2.4 QuUcUNH BYTISrAaXyYHWA TEeXHWKWAH LaapanarbiH 36BTreng
eepunenT opox (3aceap xwix) (variation of the justification for
the finished product's specification)

2.5 BycvinH ByTa3raaxyyHuin MUKpOBMonormink wanryyp
yayynanTag eepunent opox (variation of the microbiological
attributes for the finished product)

2.6 3ucuitH ByTaaraaxyyH 60noH Tycrnax 60ANCHIH WWHXUNr33HNM
apra, aprbiH 6aTanraaxuntag eepunent opox (variation of the
analytical method and method validation for the finished product
and excipients)

2.7 SucvinH BYTa3r4axyyHWiA yn HUALUNWIAH cypanraaHa espynent
opox (variation of the imcompatibility study for the finished
product)

2.8 Yunpsapnanuid 6aip, xasr eepyneraex (variation of the site
and address for manufacturer)
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2.9 YAnAs3pnanuitH npouecc 6a NpoLecChiH XsiHanTag espynent
opox (variation of the manufacturing process and process
control)

2.10 LlyBpanbiH  yinasapnanuiiH xamxaoHg 10 paxuHaac ux
©6pynenT opox (variation of the batch size more than 10 times)

2.11 SMuitH  ByTaaraaxyyHuMin TOAOPXOWNONT, X3p3rnax 3aasap,
ONrox Hexuen eepunergex (variation of the SmPC, PIL and
dispensing category)

2.12 In vitro yycanTbiH XapbuyyncaH cypanraa 6onoH in vivo
BuoaksusaneHT cypanraawsi TainaHh eepuynent  opox
(variation of in vitro comparative dissolution study and in vivi
bicequivalence study)

2.13 AHxgary casnanTbiH marepuan, TexHWKuUiH Laapanara,
aHxfaary Ga xoépaory casnanTbiH  WOLWrbIH M3A33NNNIAH
aryynra, casnantag parangax Gycag xacryyawiH XsHanT 6a
TEXHUKMAH Waapanarag eepynent opox (variation of
specification and control for primary and secondary packaging
label content and inclusion)

2.14 Bucnitd ByTa3raaxyyHWin caBnanTbiH TOO X3MK33 eepunergex
(variation of the package size)

2.15 OMHaN3yiiH cypanraaHbl amxaTran, TOMMA, eepunenT Opox
(amMHan3yitH chapmakonoru, yp Henes, aKynryin 6anansiH Toim,
AYH WWHXANIaS, 3pcAan, Yp awrviH AyrHanT, 3ax 33ana
rapCHbl Aapaax cyaanraaHbl Ma4aanan) (variation of the clinical
study reports and reviews (clinical pharmacology, efficacy and
safety analysis and reviews, risk and benefit conclusions, post-
marketing study reports)

3. OM, SMHANrUMH
X3P3rcnuimH xsHanT,
30XMUYYNanTbIH rasapT
M3A3anx, BypTryynax
eepunenT (33-uiH xypnaap
X3nanuyynax waapanararyi)

Variations to be reported
and registered to the MMRA
(to not consider by Human
Medicines Council)

(Aapaaxaac ayrymnHa)
(circle select from the
following)

3.1 Auxpary Oa xo&paord casnanTsiH 3arsap, xanbap, X3Mxa3,
wouwro Aaxb bapaa, ByTaaraaxyyHMin onox YNCbIH XyaanaaaHol
CTaHAapT koA, noro, ranorpamm, Uyspan, 6ypTranuinH Ayraap |
39par magsannunH banpnan eepynergex (variations of primary
and secondary packaging: design, type, size: position of the
international standard code, logo, halogram, registration and
batch number),

3.2 Xoépgory caBnanTbiH martepuan, TexXHUKWIH Waapanara
eepunergex (variations of secondary packaging material and
specification),

3.3 BucuitH ByTaargaxyyHuin UyBpanbiH YUNAB3PNINUAH XaMX33HL

10 aaxvHaac nxryi eepunent opox (variation of the batch size

not more than 10)

Tycnax GogwceiH rapan yycang eepynent opox (Variation of

excipient’'s source)

JnueHs 33amMwmrd, yiinaBapnariuitH 3eBXeH Hap eepynergex

(eep koMmnawug WWMKCaH Bon Xamaapaxryr) acxyn fuueHs

33I3MWNMYUAH MUMMNOPTAOMYMAH  Xasr, Bafpwun eepunergex

(variation only of the name of the licence holders or

manufacturer of the finished product changes (not applicable if

transferred to another company) or variation of the address,
site for the licence holder's)

3.4

3.5

I'X3Car.
PART Il

Ymnﬂaspnawmﬂwgﬂmpx-M:aﬂs_sn_an
MANUFACTURER INFORMATION L

YANAB3IpN3arduitH Hap
Name of manufacturer

YAnABapnarduitH xasr
Manufacturing site address

LyynaHruitH xasr




Postal address

YTacHb! ayraap
Telephone number

Beb xasar
Web address

Xapunuax xyH
Contact person

E-M3iAn xasar
E-mail address

JnueHs a3aMWwnryniti Hap
Licence holder's name

JIMUEHS 333MWNrYNIAH XanAr
Licence holder's address

IV X3Car. BEYTO3ASXYYHNA TANAAPX Magaanan e
PART IV PRODUCT INFORMATION
OMUIH XyaanaaaHbi

Hapwwn

Proprietary name (trade
name)

OMWIH ePEHXMIA HapLUUA
(xapsaa bawraa Gon)
Approved generic name(s)
(use the INN, if any)

Yinunard 60AUCHIH H3P, TYH XaMXK33

Name and strength of active in

redients

Hap TyH XaMx39 Hap TyYH X3MK33
Name Strength Name Strength

1. 4,

2. 5.

3. B.

Tycnax 60AUCHIH H3P TYH X3MX33

Name and strength of inactive ingredients

Hap TyH Xamx33 Hap TyH XaMxa3
Name Strength Name Strength

1, 5;

2. 6.

3. T

4. 8.

OMUIH xanbap
Dosage form

Xagranax Hexuen
Storage condition

XYYUHT3M xyrauaa
Shelf life

WowrslH MOHWUTOPR

(3eBxeH BaKUMHA XamaapHa)
The vaccine vial monitor
(Related only for vaccineg)

CaenanTbiH xanbap
Primary packaging

CaBnanTblH XaM¥33 (H3MK
6a beeHesp caBnacaH)
Packing size (unit and bulk
package)
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| Onrox Hexuen (opoop,
KOPryW, aMHINTUMAH
Hexuena)

Dispensing category
(prescription, OTC or for
hospital treatment)

A9parnax apra 3am
Route of administration

XyHui buenitH Byray
AMYUNraaHg cyypuncax
aHrunan

Anatomical therapeutic
classification

dapmakonoruitd aHrunan
Pharmacological

classification

[[apHa 6angan BHre/Color || Xanbap/Form Xamxaa/Size | Bypxyyn

Description /Coating
Bycapn/Other description

Xaparnax saant
Indications

Xopurnox 3aant
Contraindications

M3438n3raAcaH raXx Henee
List of reported side effects

VX3Car.
PARTV

BYPTTONMVIH TANTAAPX MOAG313]]

REGISTRATION INFORMATION

YHANAB3PNACaH YNCbIH H3p
Country of origin

YANAB3IpRary aCxXyn nuueHs
333MLUMMYUAH yncaa
OypTracaH gyraap
Registration number

in country of manufacturer
or license holder

YUnaBapnary acxyn nuueHs
333MLUMMIUIAH yncad
BYPTracaH orHoo

Date of registration in
country of manufacturer or
license holder

"('ddimm!yy)

TyxanH OyTaaraaXyyHUAr
BypTracaH yncelH TOO, HAp
Number and name of
countries, this product was
registered.

Xanar
Site address

LWyyoaHrmiH xasar
Postal address

YTacHbl gyraap
Telephone number

dakcolH gyraap
Fax number

Beb xadar
Web address

Xapunuax xyH
Contact person
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E-main xasar
E-mail address

81524775 g s T 1o 1o ) R —— declare that the particulars given in this
application are true and correct.

B CIpR BVRUR ) wowsasamianiiiaivis T 9H3 M3OYYNarT ereraceH Masal3anan
VYH3H Dereen 3e8 6onoxbir MaaarAax HanHa.

Date............... Authorized signature.............cooeveviininnn.

OrHEO......eveeee o DX BYXUIA TAPBIH YOO cous savasvsimviiie st ivisa s

.............................. [axnbiH anbaHbl Hap/ sisrREEETansrs s TTAINE OF the
institution/

b Address:

LyynaHritH xalpuar: ..........ccccceeaeeinns POB

Cﬁaxc: ............................... Fax

The application should be submitted to:
Medicines Registration division

Medicine, Medical devices regulatory agency
BHITEBIRT . s svsinsssscsnassis oot KRR i e
Phone: 976-51-260212, 976-51-260214

Mail: eehhzg@moh.mn

Opreaen raprax xasr:

SOMUiAH DYPTranuiH XanTac

OM, SMHANTUAH X3PArcNUinH XAHanNT, 30XUUyynanTbiH rasap
- L VR

Yrac: 976-51-260232, 976-51-260214

Maiin: eehhzg@moh.mn
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6. BYPTIana3C XACAX errefion
APPLICATION FORM FOR REVOCATION OF REGISTERED MEDICINES

©preanuitH xanbap (xonboraox AepPBOMKHUAT TAIMAIII)

Type of application (check the applicable box)

OpreanuitH 1-p xacraac Oycabir 3M YANABIPNArY 3CXyN NULEH3 33aMLImMry BerneHe.
(To be filled by manufacturer or Ilcense holder except Part |)

1X3C0 . | SpreononTAf '__T;s?__,v,....;;JMA@%;&}S.D.SSRQJI"

ynn,qsapqgmﬁwc

Il ™
[ 'fE'-}:_tapar_c_a‘n_.,.ﬁ_
“6varwnaru rax)\saﬁna.-" el

APPLICANT'S INFORMATION
The applicant shall be a manufacturer or a Mongolian wholesaler, who was
issued a special permission from requlatory authority.

BypTryynsry  Gairyynnarbi
Hap
Name of registrant

ByprryyncsH  6airyynnarbi
Xasar
Business address

LyyaanruinH xasar
Postal address

YTacHsl gyraap
Telephone number

dakcblH ayraap
Fax number

E-malin xasr
E-mail address

Xapunuax xyH, yTacHbl ayraap
Contact person, telephone

number
IIXSCSI’ : STLR YMHHBSPHSI’L-[L;]I(I[:I TAJIAAPX MS,D,SSJ’]SJ‘I TN
PARTII C..+ | MANUFACTURER. INFORMATION f b e

Ynn,qaapnemuuH Hap
Name of manufacturer

Y#naBapnarduH xaar
Manufacturing site address

WyynaHruiH xasar
Postal address

YTacHsl gyraap
Telephone number

®akcbiH gyraap
Fax number

Bab xasr
Web address

Xapunuax XyH
Contact person

E-main xasr
E-mail address

TNUueH3 333MLINMYMIAH Hap
Licence holder's name

JIMUEH3 333MWNrYniH xasr
Licence holder's address

[l X3C3r. BYTOAIrASXYYHWUA TANTAAPX MO33N13
PARTIII PRODUCT INFORMATION -

3MUH XyfannaaHsl
Hapwun

Proprietary name (trade
name)

OnOH YNCbIH SMUIAH epeHxui
H3pLKn
(x3pB33 Haitraa Bon)
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’Fternationa! Nonproprietary
Name

Approved generic name(s)
(use the INN, if any)

YAn4nary 60AUCkIH Hap, TYH XaM»X39
Name and strength of active ingredients

Hap TyH Xxamxsa Hap Lol ik TYH Xamkaa
Name Strength | Name _| Strength

1. 3
2" 5

[ 3. 6. i

Tycnax 60ANUCHIH HAP TYH XamKas
Name and strength of inactive ingredients

Hap TYH X3M¥33 Hap TyH xamxa3
Name Strength Name Strength

1. 5.

2. 6

3. 7

4 8

SMuitH xan6ap
Dosage form

IV. X3C3T. XACANTBIH TATAAPX MSIG3NAN = 77
PART IV REVOCATION INFORMATION =~ ="«
OmMuitH BypTranaac xacax

WwanTraaH

Reason of revocation

TyxaiH 3MUAH 3ax 3330 43X
Goant ynaaraan /uyepansiv
nyraap/

Residual stock /Batch number/

Xacanr xuirgax tanaap
TYXaiH 3MWIAr Xaparnary amy,
Gaitryynnaryyaan ypeauunas
M3asracsH anpgan

Direct healthcare professional
communication (DHPC)

B nsmcsmuspin Authorized signature......................

OrHoo Opx Byxwit rapbiH year..................

.............................. laxnbii anbaubl Hap/ s NAMe-of the
institution/

KAAT oo Address:

WyynaHrvidH xaipuar: ... POB

DK oo Fax




The application should be submitted to:
Medicines Registration division

Medicine, Medical devices regulatory agency
s L LU M
Phone: 976-51-260212, 976-51-260214

Mail: eehhzg@moh.mn

©pregen raprax xasr:
OMUiAH BypTranuitH xanTac

OM, SMHANIUIAH X3P3rCnnUH XAHanT, 30XuuUyynanTbiH rasap
L TR U

YTac: 976-51-260232, 976-51-260214
Mann: eehhzg@moh.mn

52




7. NABOPATOPWUNH OHOLWMUNTIOOHbI X3P3rClUNAH BYPTIranUMH errepen
APPLICATION FORM FOR REGISTRATION OF IN VITRO MEDICAL
DIAGNOSTIC

Opreanuith xan6ap (xoNBoraoX AepPBeHKHUIT TAaMA3rnNa)
Type of application (check the applicable box)

D WnHaap BypTryynax
New registration

bypTrona eepunent opyynax
—  Changes to an existing registration

BypTranuiH xyrauaa cyHryynax
—  Renewal of registration

]  bByptranaac xacax

—  Revocation of registration

Opreanuitd 1-xacrasc Bycabir AHIM X301 423p 30BXOH yinaeapnary Bernexe. (To be
filled in English by manufacturer only except Part-1)

IX3Car. - |ePregen  FAPTArYUuvH TAJIAARPX
(PART: o) | MBasanan. : : R,
BYPTryynax XycanT raprard Hb ViAnABsprary,
. [Tycrai geslieepen OGyxui  SM,  SMH3MTUNH

| Xoparcon  xaWraW Huinyynox  Gaiiryynnara
(Uaawmp “GypTryynary’ rox) 6aiHa,

| APPLICANT'S INFORMATION

| The applicant shall be a manufacturer or a

| Mongolian wholesaler, who was issued a special
permission from regulatory authority.

Byptryynary GairyynnarsiH Hap
Name of organization
BypTryynary GanryynnarsiH xasr
Business address

WyynaHruinH xaar

Postal address

YTacHb! gyraap

Telephone number

E-mann xasr

E-mail address

Xapunuax XyH, yTacHbl gyraap
Contact person, telephone number
BYpTryynary xaHraH HUnyynax
Baitryynnara, yHA3CHUA
YWNAB3PUIRH TOrTOOCOH B8eHui
YH3 (xamruiH Bara HaNKasp)
36BX6H DypTryynary Sanryynnara
| Bernexs.

Landed price defined by
wholesaling pharmaceutical
company, responsible the MA
(price of the smallest unit)

|| X3CAr. YWNABIPNArYNAH TATAAPX MOG3N
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PARTII

.~ |MANUFACTURER INFORMATION . = =

YMI‘I,D,BS].’JHE)I‘HHMH Hap
Name of manufacturer

YWNABIPNAArYnnH xasar
Manufacturing site address

LWyynaHrunH xasr
Postal address

YTacHbl gyraap
Telephone number

Beb xasar
Web address

| Xapunuax xyH
Contact person

WN-main xasar
E- mall address

-..INF(DRMATION OF IN VITRO DIAGNOSTIC

JlaBopaTopuitH OHOLUWUSITOOHbI
X3PArcnumH Hap
Name of the In vitro diagnostic

KatonorunH gyraap
Catalog number

JlaBopaTopuitH OHOLUWTOOHBI
X3parcnuiti apra
Test method

WnHxXMNrasHmn Tepena cyypuncax
aHrunan
Classification of assay type

CopbLblH Tepen

JlaBopaTopuitH OHOLUMIITOOHbI
X3ParcnuinH eBepmMel, M3apar
YaHap

Sensitivity and specify of the
diagnostic kit

Xagranax Hexuen
Storage condition

XYUYUHT3M Xyrauaa

Shelf life

CaBnanTbiH XaMX32,

Packing size

IV-X3Car.. BYPTT: SIWWIH TAIIAAPX MS,DSSJ'ISJ'I
PART IV | REGISTRATION INFORMATION

YANnAB3pNacaH yncbliH H3p
Country of origin

Yiunaeapnary yncag GypTracaH
ayraap, OrHoo

Registration number and date in
country of origin

(dd/mml/yy)

TyxaH OHOLUNYYPbIr X3P3rnaasar
YNCbIH TOO, HApP

Number and name of countries
which has been using
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| (authorized person) .................................declare that the particulars given in this
application are true and correct

Bu (3pX OYXUI XYH) coovviiiiiiiiiiiiiiiiinneniinnnnns 3H3 M3AYYNArT erergceH Maasanan
YHaH Dereepg 3eB 60nMoxbIr M3A3rAK 6altHa.

Date.. .o Authorized signature............ocoevvviinninnn

OTHOO, i i viss IpX BYXUIA FAPLIH YOI i iaiiuis sasiin simesiisiie ivs

.............................. faxnblH anbaHbl Hap/ s LGS T the
institution/

IBIBUES .o i i o osras o i s RN RS Address:

LyyaaHr e XampuUar: ........cccooveeecnieeenn POB:

NI s v o R SN SAGR SEARRE RS Fax

The application should be submitted to:
Medicines Registration division

Medicine, Medical devices regulatory agency
AdAreSS: ..o
Phone: 976-51 -260212, 976- 51-260214

Mail: eehhzg@moh.mn

©pregen raprax xasr:

OMuiAH BypTranuiH XanTac

OM, 3MHBNMMIAH X3PIrcNWIH XAHANT, 30XULYyNanTbiH rasap
KBTS s oxmasnaswensanssssmyamsnyanms s nbsnss s ns yps ssasamn Kranams

YTac: 976-51-260232, 976-51-260214

Mawn. eehhzg@moh.mn
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8. OMHINTUUH X3P3r CIIUNM XXATCAANTAL OPYYNAX erPrenen
APPLICATION FORM FOR LISTING OF MEDICAL EQUIPMENT

CIDT B SR B s v s e
Number of Application

©preanuitH xanbap (xonboraox A8PBESHKHUIAT TOMASMNSX)
Type of application (check the applicable box)

D OMHBMTUINH TOHOT TEXEBPOMXK
Medical equipment

’:l OMH3NMNIAH X3ParnargaxyyH
Medical device

Opregnuit 1-p xacraac Bycasir AHrnn, MoHron xan Aa3p YMNABIPNArY 3CXyn NUUEH3
33amwumry 6ernexe.
(To be filled in English by manufacturer or Ilcense‘ holder except Part )

PXOEOREEa
PARTILG B

| Xyeanr rapran Hb Mnnaapnam ‘scxyn Tycrail 36
OMHOAMITH XOPSrCUMr XaHraH Hmmnwnax Gaiiryynnara (Uaawua.
“OYpTrYYNINY’ rox) Gaira.

APPLICANTSINFORMATION _
The appllcant shall be a manufacturer or a Mongollan wholesaler,
‘who was issued a special permission from regulatory authority.

BairyynnarbiH Hap
Name of organization
BawryynnarbiH xasr

! Business address

| WyyaaHruiH xasr
' Postal address
- YTacHol ayraap

|_Telephone number
W-maihn xasr
| E-mail address

' Baitryynnarbix

yaupAanarbiH H3p, yTacHbl
| Ayraap, n-M3in xasr |
| :'
Name of a director of the
company, phone, e-mail

Xapunuax XyH, yTacHbl
ayraap, n-mann xasr

Contact person, telephone
| number e-mail
Il X3Car. 3UCUWH BYTI3FA3XYYH YWNABIPNSTHUMH M3A33/13
PART II FINISHED PHARMACEUTICAL PRODUCT’S MANUFACTURER
INFORMATION B

YANABAPNArYUIAH H3P

Name of manufacturer

YAnaB3apnardmiiK xasr,
| Banpwmn i

Manufacturing site ’
address

YTacHsl gyraap |
Telephone number |
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Beb xasr
Web address

Xapunuax xyH
Contact person

U-main xasar
E-mail address

PART: k=it =

| FINISHED PRODUCT INFORMATION

EYTOOr AOXYYHVV TATAAPX MOAS3MaN o =

' OnoH yNCbiH HapWmn

GMDN (Global Medical
Device Nomenclature)

XyaangaaHsl

H3pLnn

Proprietary name (trade
name)

3areap
Model

Opcasnuitd aHrunan
Sopuynant
/AlWNrnanTbiH Hexuen
Classification:

3opuynant/ Xaparnax
3aanT;

Intended Use/Indications
for Use:

ByTa3araaxyyHumn
To4OpXOWMoNT
Description of Device:

ByTaaraaxyyHui
TOAOPXONNONT
Brief Description of the

Device:

Haranaax wx bypaan
Accessories Included:

Opnyynax, aMb T3HCC3H,
A3MMKUX AMHINTUIAH
X3PAIrcasn acax

Is this device an
implantable, life-
supporting, or life-

' sustaining device?

(Yes/No)

ApuyTranslH apra

| Sterilization Method (if
| applicable):

' Mporpamm xaHramx

Software Version (if

applicable):

| (authorized person)

................................. declare that the particulars given in this

application are true and correct.
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Bl (BDX DU BYH) v 9H3 M3AYYNarT ererqceH Maf3anan
YHoH Dereep 368 BonoxbIr MaAarAax daiHa.

Date............... Authorized signature..............oooviivnns

OrHoo....c.evnnn.... Bpx BYXUIA TAPBIH YCAC. i svniisinam it sinssiiasis

.............................. /axnbliH anbarbl Hap/ s TTAITE of the
institution/

b, -5 R Address:

Lyy[aHriH Xalpuar: .......ccoocovivivneeeeenns POB:

B PIT vcm KR HAR AT RR A BHRRARSR T E020 Fax

The application should be submitted to:
Medicines Registration division

Medicine, Medical devices regulatory agency
AAIESS: i
Phone: 976-51-260212, 976-51-260214

Mail: eehhzg@moh.mn

Oprenen raprax xasr:

OMUIAH DYPTranuiiH XanTac

3M, SMHANTUIAH X3PArCNUMH XSHaNT, 30XUUyynanTeIH rasap
BB coanimiomnssias s v A R U SRR

YTac: 976-51-260232, 976-51-260214

Main: eehhzg@moh.mn
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9. 3PYYJ1 MOHAUWUH HOMINT BYTIAMASIXYYH BYPTIYYNI3X ©PIeAen
APPLICATION FORM FOR REGISTRATION OF HEALTH SUPPLEMENT

OpreanuitH xanbap (xonboraox A4epBerHKHUAT TAMAINIX)
Type of application (check the applicable box)

D WwnHasp BypTryynax

Registration of health supplement

D LLIuH33p BYPTrYYNaX 4OTOOALIH YANABIPUIAH SPYYST MOHAUNH HIM3NT

OyTaaraaxyyH

Registration of domestically manufactured health supplement

Opreanvinn 1-p xacraac Bycabir 3eBxeH yinasapnard Gernewe. (To be filled by
manufacturer only except Part |)

| X3COT.
PART |

GPFG,ElGJ'I FAPT AFLIMMH TANNAAPX MSﬂSSﬂSﬂ
©prefen raprard Hb YHAGCHUM YMNABapIIary, TyxanH
yungasapnaryuir teneesvk MoHron Yncag yin axunnaraa
aByynaar. xyynmnH srrsep, BanHa.

APPLICANT’S INFORMATION
The appllcant shall be a Mongolian FD(s) wholesaler who
has a contract with the manufacturer on registration of FD(s).

BypTryynary
BanryynnarbiH H3p

Name of organization

BypTryynary
BanryynnarbiH xaar
Business address

WyyaaHrninH xasar
Postal address

YTacHbel gyraap
Telephone number

E-mann xasar
E-mail address

Xapunuax XyH, yTacHbl
Aayraap

Contact person, telephone
number

I XSCQI’
PARTII

YMJ'I,EI,BSPHSNMMH TAJIAAPX MSHSSJ’ISJ’I
MANUFACTURER INFORMATION =~~~

Ymnnsapnarqme Hap
Name of manufacturer

YANABapnaryuH xaar
Manufacturing site
address

YTacHbl gyraap
Telephone number

Beb xasr
Web address

Xapunuax XyH
Contact person

E-mann xasr
E-mail address
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JINUEH3 333MLINIYUIAH H3P
Licence holder's name

| 'IMueH3 233MLWUIYUIAH
xasr
Licence holder s address

I X3Car.
PART III

SOPYY1 MOHAWWH HOMBNT BYTSSFL\SXYYHMM TAJ"IAAP;

Ma459n9n
INFORMATION OF HEALTH SUPPLEMENTS

3pyyn MIHAWAH HAIMOINT
BYT33raaXyYHUIA HIp
Name of the health
supplement

Yrn4unary 60AMCbIH HAP, X3MXK33
Name and strength of active ingredients

Hap TyH xamx33 | Hap TyH Xamx3a
Name Strength Name Strength

1. 4.

2 5.

3. 6.

Tycnax 60QUCBIH H3P TYH X3MX33
Name and strength of inactive ingredients

Hap TyH Hap | TyH xomMxa3

Name X3MXKI3 Name | Strength
Strength !

(b 5.

2. 6. :

3. 7. ;

4. 8. i'

Xanbap

Dosage form

Xagranax Hexuen
Storage condition

XY4UHT3N Xyrauaa
Shelf life

CasnanTeliH xanbap
Primary packaging

CasnanTtbiH X3MX33 (HaNK
6a 6eeHeep caBnacaH)
Packing size (unit and bulk
package)

BypTryynary Gairyynnara,
YHA3CHWUA yNNaBIpUIAH
TOrTOOCOH 686HUIA YHI

| (xamrniiH Bara HarKaap)
36BXeH BypTryynary
Banryynnara ternexe.
Landed price defined by
wholesaling pharmaceutical
company, responsible the
MA (price of the smallest

unit)
IVEX DGR 2 i RS BYPTI‘SHMMHTAHAAPXM:aﬂssnsn
PARTIV. | REGISTRATION INFORMATION _
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YWNABIPNICIH YNCbIH HAp
Country of origin

TyxanH 6yTasrgaxyyHuir
X9pP3rnaaar yncbiH TO0, H3p
Number and name of
countries, this product was
used

| (Authiorized Persion) . issiais i i declare that the particulars given in this
application are true and correct.

BU (3pX BYXUA XYH) .o 9H3 MBAYYNArT ereraceH mMafganan
YHOH Bereep 3eB GONoOXbIr M3A3rAdK HaHa.

Date............... Authorized signature.......cooumemin s

OrHoo............... S OYXI FAPBINIYEET . covcn i s s i

............................. [axknblH anBaHbl Hap/ sresansasssisesssdname.of the
institution/

KA oo e e, Address:

LyypaHriniiH xanpuar: ........................... POB

122 1 oSS Fax

The application should be submitted to:
Medicines Registration division

Medicine, Medical devices regulatory agency
AAreSS: ..o
Phone: 976-51-260212, 976-51-260214

Mail: eehhzg@moh.mn

Opregen raprax xasr:

OMUINH BYPTranmMiH XanTac

OM, BMHBNTWIAH X3P3rCrviH XSHanNT, 30XULyynanTbiH rasap
T
YTac: 976-51-260232, 976-51-260214

Mann: eehhzg@moh.mn
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10. APYYN1 MOHOUWH HOMANT BYTI3rA3XYYHUU BYPTIAN eerPUnenT

OPYYINAX ePrefien

APPLICATION FORM FOR HEALTH SUPPLEMENT’S REGISTRATION VARIATION

Spreanuini ayraap:..............

BepynenTuitd xanbapuinH (xonbdorgox AepBeMKHUAT TOMAIMN3X)
Type of application (check the applicable box)

D bara eepunent

Minor variation (Vmin)

D Wx eepunent

Major variation (Vmaj)

WwuHa BypTran waapanarartan eepynent
Require a new market authorization
0 SMHBC3-nitH Xypang xananuyynax espynent
Variation to consider by Health Supplement Council
©preanuintH 1-p xacraac Bycabir am yAnNaBapnary acxyn nuueHs asamwnry bernexe.
(To be filled by manufacturer or license holder except Part 1)
BpreanuiitH 3-p XaCraac Ix13H 8epyNenT opyyncaH xanbapasp Dernexs.

| X3COr.
PART |

OPreaes rAPFArMUUH TATTAAPX MSHSSHSH'
Oprefen raprard Hb TyxailH YWNABIPNSrYUAr Teneemnx

_MOHron Vncap. ywn ammnnaraa HByynp.ar nynHHHl aTraan
: Savma i 3 s

APPLICANT S INFORMATION :

The applicant shall be a manufacturer or a Mongollan
wholesaler, who was issued a special perm[ss ion from
regulatory authority.

Byptryynary
DanryynnarbiH Hap
Name of organization

Byptryynary
BalryynnarbiH xasr
Business address

LWyynaHrunH xasr
Postal address

YTacHbl gyraap
Telephone number

E-main xasr
E-mail address

Xapunuax XyH, yTacHbl
Ayraap

Contact person, telephone
number

Il. X3C3r.
PART II

©OPUYNBNTUNH TATIAAPX M333N31
INFORMATION OF VARIATION

3eBlIeePeraceH
M3A33J131:
APPROVED
INFORMATION:

OPYYNAX ©6PYJIONT
PROPOSED CHANGE:




SOPUYNIENT OPYVYIIAX
LWANTTIAAH

CAUSE OF THE
VARIATION

86ePYNenTUnH
X3JNB3P

TYPE OF THE
VARIATION

[Nlapaax XycHarTaac xonboraox eep4nenT1ir COHroHo:

1.lLUunHa BypTran
Wwaapanararan eepynent

1.1.YHAc3H ynunard 6oanc espynergex
1.2.lUnHa yitnunary 6oauc HaMaraax
1.3.3MHB-uit xanbap eepynerpex

2.9MHBC3-uitH xypnaap

Xananuyynax oypTranviH
eep4nent ( AUCUIH

| ByT35rA3XYYHA XamaapHa)

2.1.lUMHXUNrasHWiA apraynang eepynent opox
2.2.Yinpsapnanuiti 6ainp eepunergex
2.3.TorteopTon Banaan eepyneraex
XYYUHTIW xyrauaa eepynerasex

- XapgrananTblH rOpUMm eepunergex
2.4 YANAB3pN3NvMIAH NPOLECCT 88p4NenT 0pox
2.5.3MHB-ui opy, Haiipnara espynergex
2.6.AHxgary caBnanTblH Xan0ap, MaTepuan, XamxKaa eep4nergex
2.7 .Byptryynary Bairyynnaratai xon6o00Toin esepyunent

3. OM, aMH3NrMINH
X3PArchvH XaHanT,
30XULUyynanTeliH rasapTt
M3433N3X Waapanararan
sepunent (OMHBEC3-nitH
Xypnaap xananuyynax
Laapanararyi)

3.1.ByTaargaxyyHuin 3areap eepunergex (xoépgord caenanTbiH
xanbap, wm3Aas3nan  BonoH  adxpard  caenantbiH  X3BMaman
M3433M30)

3.2./lnueHs 33amwury 3eBxeH HIp eepuneraex (eep komnaHmAa |
WwumkesH Bon  xamaapaxryi) 3cxynm  NMUEH3  333MLUMny,
UMMNOPTNOrYUiiH xanr, 6avpLunn eepunerfex

3.3.YANABapnardMiH Hap 3cxyn xasar Ganpluinn eep4neraex
3.4.Xaryy TtyrHargcadh OMHB-ud xanBapuiiH AyHAEX XWH, TOO
YaHapbiH Y3YYNanT eepuvnenT Opyynaxrynrasp 3esBxeH rapaag
Banpan, xanbap aypc eepynergex

3.5.bycan

1 XSCSF
PARTIII

| YMNOBOPNSIMUNH TATTAAPX MS,[ISSJ'ISJ'I
MANUFACTURER INFORMATION

Yungaapnsrqwun H3p
Name of manufacturer

YNNABapIarYuind xasr
Manufacturing site
address

LWyynaHruine xasr
Postal address

YTacHbl gyraap
Telephone number

Beb xasar
Web address

Xapunuax xyH
Contact person

E-main xasar

E-mail address

IVX3COr. EYTSSF,QSXYYHMI?I TAJTAAPX M3O33N3J1
PART IV PRODUCT INFORMATION

SMHB-HU Hap
Proprietary name (trade
name)
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YAn4nary 604A1CbIH HAP, TYH X3MX33
Name and strength of active ingredients

Hap TyH XaMX33 Hap TYH X3MX33

Name Strength Name Strength

1. 4.

2. 5.

3 6.

Tycnax 604UCLIH HAP TYH XOMXK33

Name and strength of inactive ingredients

Hap TyH X3MX33 Hsp TyH X3aMX33

Name Strength Name Strength

1. 5.

2: B.

3. 7.

4. 8.

OMHB-ni xan6ap

Dosage form

Xagranax Hexuen

Storage condition

XVY4UHTIN xyrauaa

Shelf life

CaBnanTtblH xan6ap

Primary packaging

CaBnanTbiH XaMX33 (HaNK

6a beeHeep casnacaH)

Packing size (unit and bulk

package)

X3parnax apra 3am

Route of administration

apaap 6anpan BHre/Color | Xanbap/Form || Xamxa3/Size | Bypxyyn

Description /Coating
Bycan/Other description

X3parnax saant
Indications

Xopwurnox saant
Contraindications

VX3Car.
PARTV

BYPTI3JIMNH TATAAPX MOA33J13J1
REGISTRATION INFORMATION

YWNAB3PNICIH YNCbIH HAp
Country of origin

TyxanH ByTaarasxyyHuur
BYPTracaH YNCbIH TOO, HAp
Number and name of
countries, this product was
registered

| (authorized person) .........

application are true and correct.
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declare that the particulars given in this



Br (3pX BYXMIA XYH) .o 3H3 M3AYYN3rT erergceH maaasanan
yHoH Dereep 3eB 6onoxsir MaAaradXK banHa.

0] 5 P, Authotizad Signatirs . ...

OrHOO. ...vvvven s 3PX BYXWA FAPBIH YCAM ... ee it cenieeeeeeieees

.............................. faxnbiH anbaxbl Hap/ GavisnsssEssassnaname of ths
institution/

| i Address:

WYYARHIMAR XAAPUAT: oo POB:

i Fax

The application should be submitted to:
Medicines Registration division

Medicine, Medical devices regulatory agency

I 000y T RS TGRS Y A —
Phone: 976-51-260212, 976-51-260214

Mail: eehhzg@moh.mn

Opregen raprax xasr:

OMUH BYpPTranuinK xanTac

OM, IMHINTUIAH X3PIrCNUNH XAHANT, 30XMUYyynanTbiH rasap
KBS, et e

Yrac: 976-51-260232, 976-51-260214

Main: eehhzg@moh.mn
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ans HMH‘CEMQE:I]';I{ 025 oHbl
ﬂa’ c pbli‘-i 2AHBL enphm&@1yraap

i ymaan bIH Taaqyraap

1. SMUWH YNCbIH BYPTIanUinH FSPHMHFSSHMM 3AFBAP

Bepant

SACFMHH FA3PbIH XSPQD‘KYY ary AFEHTHAI'

(coémbo)
3M, SMH3MTUMAH X3P3rCNUnH XAHANT, 3

?(HL‘}WHAJ’]TI:IH I'A3AP

IMPLEMENTING AGENCY OF GOVERNMENT.
MEDICINE AND MEDICAL DEVICES REGbL‘ATORY AGENCY

OMUWH BYPTIranuuH r3PYUNIran
MEDICINE REGISTRATION CERTIFICATE

|
|} Byptranuith ayraap
. Registration number

3MHUIAH ONOH YNCbIH HIpWWN
International name of medicine

XynanpaaHsi H3pWwun
Proprietary name (trade name)

’ OMUIMH TYH, XaMX33, Xx3n6ap
| Strength(s) and

| 3MWIH X3an6ap
Dosage form

- YAnagapnaruuiH uap
' Name of manufacturer

r Yinaeapnary ync
Country of manufacturer

| llnuens asamwurymity Hap

| Name of the product license holder

BypTran Hb OH

Registration valid until

Ne
cap 9006p XYPTan XYYUHTIN.
(day) (month) (year)

Tamra

[ Stamp

(signature)

(rapbiH ycar)

—_— -

30XUUYyynanTbiH ras PbIH gapra

Director of Medicine, medical device

regulatory agency

(H3p)

(name)

3M, IMH3NIUIAH X3PIrcnuitH XAHanT, '
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[

2.9MUUH YUNYnNary BOAUCLIH BYPTI3NUMH FAPYUNII3HUN 3ATBAP

coémbo) 3ACIUWH rA3PbIH X3ParKYYN3ry ATEHTNAI
3M, AMHINTUWUH X3P3rcnumH XAHANT, 30XULYYNANTbLIH FA3AP
IMPLEMENTING AGENCY OF GOVERNMENT OF MONGOLIA
MEDICINE AND MEDICAL DEVICES REGULATORY AGENCY

SMUWH YUNYNary s0auchIH BYPTI3JIUAH raPYUNrasa
ACTIVE PHARMA CEUTICAL INGREDIENT CERTIFICATE

Byprranuith ayraap
Registration number

YHAC3H yinunary 6oauchIH Hap

Name of active pharmaceutical ingredient

XVMWUIAH Hap
Chemical name

CAS-H pyraap
CAS number

AHXpar4 caBnanTbiH xan6ap
Primary packing form

YinaBs3pnaryuimH H3p
Name of manufacturer

Yanasapnary ync
Country of manufacturer

- JuleHs azamwmnrymnink vap

Name of the product license holder

BypTran Hb OH

Registration valid until

Ne
cap ©4ep XYPTIN XYYUHTIN.
(day) (month) (year)

Tamra

Stamp

(signature)

3OM, 3IMHANruitH X3p3rcrnuiH xsiHanT,
30XUUyynanTbiH ra3pblH gapra
Director of Medicine, medical device
regulatory agency

(rapeiH ycar) (Hap)

(name)

]
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3.HexuenrT 6yprrang Byprraxapg 6yTasrgaxyyHuit
rapan yycan mikun acaxuir HoTnox 6apuMT 3axmanbiH 3arsap

XYCONT TFAPTArY BAWIYYNNATbIH XOBNOMSN XYYOAC (Hap, xasr, yracHsl
Ayraap, n-maiin Guunracax GaiiHa)

OM, SMHINTUINH X3P3rClvmH XAHANT, 30XULYYNANTbIH FA3APT (xasr)

YTI'A: HexuenT 6yptrang OypTryynax xycant raprax Tyxan

Oasp AaypacaH OyTaarasxyyHa  HexuenT BypTryynax xycanr raprax 0anHa.
ByTaaraaxyyHuit Tanaapx A3NrapaHryit Ma43aNNUIr xascapras.

Nanaraa Gonrox 6yit YHOICHMI] 3oxuuyynanTeiH Gairyynnaraac sax 33ang raprax
3eeLeepen onrocoH XYAANOAAHBI HOPWWA:.............

OHa OyTaargoxyyHwiir ... YNCbIH ........, soxuuyynanteiH Gairyynnara sax 3ssng
raprax HexuenT 3eBLUSBPNUNr ....... OHbl ... CapblH ...-Hbl BAGP OArOCOH B6OMHO. Tyc
3eBLIeepen ....... OHbI ... CapbIH ...-Hbl 846p (X3p3B Ayycax xyrauaar 3aacau Bon) xypTan
XYYUHT3A.

Bua TyxaiH ByTaarpaxyyHumn Havpnara, xanbap, TyH Xamxa3, SUCUIAH ByTaargaxyyH
OonoH YHACAH yinunary GoancsiH YANABapnan, GyTaaraaxyyHuii YaHap, awynryn
Bavigan, yinunanTain xon6ooToil Y3YYN3NT, caBnant, xasrnanTbiH M3A33M30 Hb
............ YNCBIH ........30xuUyynanTteiH Bairyynnaraac onrocoH HBXLeNT 3eBLUSBPNNIH
M3433nanTan agun 6onoxsir YYraap HoTtomk BGaiHa. (caBnanT, XasrnanTbiH M3433nan
Hb Ainraatai xanasp Gaix 6onHo.)

MoHron YnceiH “HexuenT GypTranuiin Xypam'-Tai TaHunLcaH 6onHo.

XycanTt raprary Gairyynnarsiq apx Byxui anbax TywaanTHbl H3P, rapbIH ycar, n-mann
Xasr, yTacHbl gyraap
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4. Hexuent 6ypTrang Byprrax 3arsap

4.1.9m

deH Humhaeldel LredAy
eenesix
WELHUhAX  Humudesmseg

OOHIO HoZ0JUO edeemaeg

OUA ‘deH HiIqleuwAfineg

HiqlueufAnuxoe Hoodo
Teilreesiex HI9-gerd
UL

deH Hunhieudesatmy

deguex Humwe

EEXEX ‘HA |

eleuduepy

uumdeH HISoUA HouQ

deH 1aHeetfret’Ay

r deeJAy :ssaammammmg

HKud: 1. BmuitH batanraaxcaH X3parnax saasap

NH 36BLUOBPCOH caBnanTt XaAarnanrtelH 3areBapbliH xamT XYYHUH

UMUH 3eBnenn

-

2. Om
Terenaep donxo.

deH
HuWhJeadel LuedAy

eenelAx netHmhAx
Huvuudesmasg

OOHI0 HOO0JLIO
uvedeemseg

ouk ‘deH
HiIqueuuAAiveq
HiaLreuAfnuxoe
eeJjevae|[

UL

4.2.BakuuH

deH
HUnhJeudeatuup

deguey

HAL ‘HAY

ejeuduey

deH 19HeeYueAY

mmm;q
Huudeemsaeg

Kuy: 1. BakuuHbl 6aTanraaxcaH X3p3rnax saasap

WH 36BLIOGBPCeH caBnanTt, xasrnanTbiH 3areapblH xamT Xy4uH

2. SMUIAH 3eBnenu

Terenaep 6onHo.

TSRS T s T RN, =




| Tamra Im,

5. 9MHINTUIH X3PArCNUIH YNICbIH BYPTIOMUMH
FOPUUNTIIHUM 3ArBAP

(coémbo)

3ACTUWH rA3PbLIH X3P3MKYYNary ATEHTNAT
3M, SMHIMITUWUH X3P3rCliniAH XAHANT, 30XULYYIANTLIH FA3AP
IMPLEMENTING AGENCY OF GOVERNMENT OF MONGOLIA
MEDICINE AND MEDICAL DEVICES REGULATORY AGENCY

NABOPATOPUIAH OHOLLMNTOOHbI X3PIrCNUMH BYPTI3MUAH MOPYUNTI3
IN VITRO DIAGNOSTIC REGISTRATION CERTIFICATE

_; Ne
| BypTtranuian gyraap
! Registration number

‘ OHownyypbIiH Hap
Name of diagnostic kit

OnoH yncbiH Hapwun
International name

| CaBnanTtbliH xan6ap, XaMxaa
Packing form, size

,| YNNaBapnarymind Hap
‘ Name of the manufacturer

JINUeH3 333MWMrYninH Hap
Name of the license holder

|

' Fapan yycnuiti ync

' Country of origin

,| BypTran He OH cap ©10p XYPTIN XYYMUHTIN.
|
|
|

\ Registration valid until (day) (month)
|

(year

30XMUYyynanTbIH ra3pbii gapra
Stamp Director of Medicine, medical device
regulatory agency

SMHINMUAH  X3P3ArcnuiiH  xsiHanT, |

(rapbIH year) (Hap) .
(signature) (name) i

70




apunnrasHuin xascpant

YWnasapnaryuiH xasr, 6aiplumun
Manufacturing site address

JTuueHs azamwuryuinh xasr, Banpwun
Address of the license holder

BypTranunH eepunent:

SepunenTtuir I
3eBlSBPCOH 5
LUH;?;S;;MH BepunenTuitH aryynra Gepqn;g;;uncal-i FapbiH ycar, Tamra
INUmber of /Content of amendment/ IDate of amendrmient! /Signature, Stamp/
decision on
amendment/
e sy S—
OH cap ©4ep XYpPTan CyHras.
/Year/ / month/ /date/ /extended/
Tamra OM, IMHINIUAH X3P3rcnuitH XAHanT,
30XMUYynanTbiH ra3pbiH gapra
Stamp Director of Medicine, medical device regulatory
agency
(rapeiH ycar) (Hap)
(signature) (name)
Tamra 3M, IMHINTUIAH X3IPIrCNUAH XsIHanNT,
30XMUYYNanTLIH ra3psiH gapra
Stamp Director of Medicine, medical device regulatory
agency
(rapkIH year) (Hap)
(signature) (name)

OHIXYY rapuunraar xyypamuaap yinacsH 3TraaA34 MOHron YNcbiH XyynuitH Aaryy xapuyunara Xynaanraxa,
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6. 3PYYN M3HOUWH HAMaNT BYT33rI9XYYHUM YNCbIH BYPTIranumH
FSPYUNTIOHUN 3ArBAP

(coémbo)

3ACIrUWH rA3PbIH X3P3MXKYYNAry ArEHTNAM
SM, SMHINTUIH X3P3rCnumH XAHANT, 30XUUYYNANTbIH FA3AP
IMPLEMENTING AGENCY OF GOVERNMENT OF MONGOLIA
MEDICINE AND MEDICAL DEVICES REGULATORY AGENCY

SPYYN M3HOAUWH HOMANT BYTI3rA3XYYHUM BYPTI3MUIAH FAPYUNIras
HEALTH SUPPLEMENT REGISTRATION CERTIFICATE

Ne

BypTranuin Ayraap
Registration number

—

3pYYn M3HAUAH HaMaNT
| ByTaaraaxyyHui H3p
Name of health supplement

3pyyn MaHAMAH

HIManT ByTaaraaxyyHuin
TYH, XIMX323

Strength(s)

i
|
| 3pYyn MaHAaWitH

HIMAnNT ByTaaraaxyyHuit Xan6ap

Dosage form

YANABapnarymmx H3p
Name of manufacturer

| Yanasapnary ync

} Country of origin

| TTULeHs 333MWnranity Hap

| Name of the product license holder

BypTtran ub OH cap

©[0p XYPTIN XYYUHTIN,

Registration valid unti| (day)

(month) (year)

Tamra

Stamp

L (rapblH ycar)

3M, 3MHINrUNH X3PIrcnunH xsiHan,
30XUUYYnanTbIH ra3pbiH gapra

Director of Medicine, medical device
regulatory agency

(Hap)
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