
3M, 3MH3jlrl4HH  x3p3rcJIHHH  xHHAjlT,
3oxHi|yyjlAJITblH  rA3pl,IH  HAprblH

TymAAJI

f ltho-JB_capon ±ieHep                     FTNraap 4Jf 4

EvPTrenMfiH  Li]MHxeeH coHroH

i]]aii rapyyJiax, axMJiJiyyJiax

nypaM 6aTiiax ryxara

y/iaaH6aaTap  XOT

3ac"chH ra3pblH areHTna"fiH ®px 3vfaH 6afiAiibiH ryxaBi xyyJ"riH 8 Ayraap 3vri"faH
8.3.11,   8.4,   3axMpraaHbi  epeHXMn  xyyT"BiH  40  Avre®p  3vRJ"ffiH  40.1   Aex  x®cer,   3M,

eMHen"iiH x®perct"ffiH ryxaDi xyy"DIH 50 Ayraap 3vji"jiH 50.1.10 Aaxb xec"jir rye rye

VHf|ecJl®H TyLIJAAX Hb:

1."BvpTrenMraH LI]MHxeeu cOHroH i]]aTirapyyiiax,  axMiiiiyytiax >KypaM"-BIT H3rAvr®ep,
"BvpTrenMBIH     i]]i"x®eiMDiH    AvrHeiiT    raprax    yHonr®9"fa    xyyAac"-bir    xoepAyraap

xaBcpaiiTaap ryc rye 6aTaiicyrafa.

2.XypMbiH       x®p®i"ii"Bir       xaHrax       axMJiJiaxbir       JIMLieH3,       3eBi]]eepT"nH
3oxMuyyiialiTblH ra3ap (r. L+®i+®HcaHaa)-T vvper 6oJirocyraDi.

3.Tyu.aaiibiH xeperxMliTej] xflHaJiT TaBbx axMJiJiaxbir 3axMpraa, yAMpqiiarbiH ra3ap

(i.OArep®n)-TAaanracyrafi,

4.3H3 ryuaan 6aThaIAcaHTari xon6o[AyynaH 3M,  9MH3n"riH xep3ronMfiH xF]HaiiT,
3oxMLiyyliaiiTbir  ra3pbiH  AaprbiH  2022  oHbi AV233 Ayraap ryLiJaaJiblr xv"HryDi  6oJlcoHA
TooLicyraffi.

Pfl3H3EAI]P
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EypTr3j"m Li]MHx33ii COH roH Li]AjirApyyiiAx,
A)KMJIJIYYJIAX }KypAM

Her. HMnTnor 3vnn

1.1.  3Hoxvv >KypMblH 3opMiiro Hb ®M, ®MMtiH yfaJiiino" 6oAMc,  ®pvvn M®HAiiffiH  HeMOJiT

6vTeeIA®xvvH,    na6opaTopMeiH    oHOLJJMJirooHbi    x®p3rci"nH    6vpTr3"iaH    6apMiviT   6MVMrT

vHanre® xMnx, AvrHeJiT raprax opoH TooHbi 6yc LUMHxe®u  (uaaLUMA "EvpTrenMcaH  i]]MHxeeu"
rex)-Mfir coHroH  LIIaiirapyyiiax,  r®p®® 6aeiryynax,  axMTinyyiiax,  6vpTr®"nH 6apMMT 6MiMrT
AvrHeJIT  raprax,  r®Peer  AvrH®X,  CyHrax,  L|yLunax,  iJ"HxeeuMDiH  yin  axMJiJiaraar  yAinpAaH
3OxMOH 6aDiryyiiaxTan xoii6OrAcOH xapMjiiiaar 3OxMuyyiiaxan OpLili"O.

1.2.   BvpTrei"ffiH  uJMHx®®u  Hb  AvrHom  raprax  viiJl  axMJIJlaraaHA  3Pvvn  MeHAMffiH

ryxan xyynb,  3M,  ®MH®n"nH x®p®rci"fiH ryxafi xyyiib, xvHCHMn 6vT3®IAexvvHMfa aroyiiryfi
6aiiAiibir xaHrax ryxafi  xyyTib,  HMn"BiH  an6aH4  HMn"nH  6OnoH  xyBMnH  aLIIMr  cOHMpxnbir
3OxMuyyliax,    ai]]Mr    cOHiipxmbiH    3epiiiieec   ypbAUMiiaH    c®p"jan®x   ryxafa    xyyiib,    3M,
®MH®Ii"jlH  x®p®rc®ii,   ®MMiaH  vnJiiiJi®H  6OAMc,   epyvn   MOHAMeiH   HeMonT  6vT®eIAOxvvHMjir

6vpTr®x )tq/paM 6onoH 6ycaA xon6orAox xyynb, 3px 3vnH aKTblr Aarax MepAeHe.

1.3.    EvpTrenMffiH    iilMHx3eu   6vpTronMnH   6api"T   6M"rT   Mepre>i{i"faH   TVBLiJI"A,
iJJMH)i{ii®x  yxaaHbi  vHA®oneiiT®fi,  vaHap,  aroynryn  6aeiAan,  veanq+"iaH  MA3BXMctH    Taliaapx
Cy/]aJiraaHbl  MaTepMaJiA  vHA3on®H  VH®H  3eB,  auMr  coHMPxnbiH  3epvneec  aH"A,  xapaaT
6ycaap vH®Jlr®® xMBix, AvrHeJiT rapraHa.

1.4.     3M,     ®MMnH    vriniin®ril    6OAMc,     3pvvn    MeHAMfiH    H3M®JiT    6vT33rA3xyv"fa

6vpTr3i"nH    LUMHx3®iiT®fa    xon6ooTofi    xapMuaar   3M,    ®MHen"fiH    x®p®ronMnH   xflHaiiT,
3oxMuyyiiarlTbiH ra3ap (I+aauiiA "AreHTnar" rex)-biH 3MMBiH 6vPTre"DiH acyyflan xapMyLicaH
H®rx,   iia6opaTopMffiH   oHoi]]MiirooHbi   x®p®rci"caH   6vpTranMnH    i]"HxeeilT®ca   xon6ooTofi
xapMiiLiaar AreHTiia"jiH  3MHerl"jiH  Xeperc®n,  TOHor TexeepeMXMiiH  acyyAan xapMyL|caH
Hem (uaaL"A "A}I{JibiH aJi6a" rex),   yAlnpAaH 3oxMOH 6aDlryyJix ryjiLioTreH®.

1.5.  BvpTro"DIH  Li]MHx®eu  Hb Aapaax HMmonTon 6araHa.  YVHA:

1.5.1,  3M,  ®MMfiH vjaniinoH  6o4Mc,  BaKL+MH,  6Mo6®nAMenMfaH  6vpTronMnH  LliMHx3ev

1 .5.1 .1 .  3M  3ynH  LIIMHx3®v;

1.5.1.2.  3MHon3vffiH  iilMHxeou;

1.5.2.  3pvvJI  MOHAMDiH  HeM®JiT 6vT®®rA®xvv"fa 6vpTrenMDiH  iiMHxsoii;

1.5.3.  Jla6opaTopMDIH oHoiJJMJirooHbi x®peronMjiH  6vpTranMcaH  i]]MHx®®H.



Xoep. EvpTranMjiH iLiMHx33"A TaBMr/lax uaaquJiara

2.1.     BvpTrenMnH     LLMHxe3vMA    Aapaax     LIIaapAiiara     xaHracaH     Mpr®"nr     Hop
AeBlllwJIH®.  YYHA:

2.5.1.   BvpTre"BiH  6apMMT  6MullrT  Mopro}i{J"ffiH  "rJian®ep  yHonro®,  AyrH®JiT  erex
vaABapTaBi , 6onoBcponblH 3cxvn M3pr3LLJ"fiH 3ep3rT3fa;

2.5.2. 3pvvn MeHAMnH caJi6apT ryxaBIH Mopr®>Kn®9po® cvvl"iiH 10-aac Aooi]]ryDl xMn
axM[iiiacaH, /]aquara rypunaraTaei,  HapMfiH M®pr3LLlceH;

2.5.2.1.  eMMcaH  6vpTraniiffiH  eM  3vBiH  Li]MHx®eu  Hb  eM  3ycau  MeprexiiiiTeffi,  eMH3Ii®r,

3MMeaH   yniiA83pnen,   3MMnH   TexHoiio",   LiaHapbiH   xflHanT,   3MHon3ycaH   3M   3yea,   3M   3ycaH

3oxMOH 6a6iryynanTbiH iMrii3Tie®p Mepr®LLic®H;

2.5.2.2.  3MMfaH  6vpTroi"hH  eMHen3vnH  ulMHx33u  Hb  xv"fi  Mx  eMv  M3pr®xMnT3fi,

unMHMi{MfaH  eM  cyq+iaail-  3vpx cy4ac,  M®Ap3ii,  /]oTop,  xooii  6onoBcpyynax,  6eep,  /]oToo/I
uvvpen,  aMbcraii,  xapLLiMJi,  apbc,  xvvx3A,  XaBAap,  xaiiABapT,  epeHXMfa  M@A®3ryfa>Kyvn3r,
M®C 3acaJl,  C3Trou,  HapKoiio", ynaM)KriaTiT aHaraax yxaaHbi vMriian33p M3pr3LLic®H;

2.5.2.3.  Jla6opaTopMDiH  oHOLuiiiirooHbi  x®peronMiiH  6vpTrenMiiH  iJJMHxe®u  Hb  xv"Bi

Mx   oMil,   na6opaTopMfiH   Mx   3Mil,   aHaraaxblH   MMKpo6Mono"il,   6MoxMMMil   M3pr3xMnT3fi,

6MOxi"M,  Iuni"Mi{MraH XMMM,  MMMyHoiio", reMaTolio",  uyc 6vn®rHeiiT, cepolio" naToiio",
"cToiio",    uMToiio",    BMpycoiio",    Molienyii    6MOTio",    MMi{p06Moiio"faH    i+Mrlian®ep
Mepreulc®H;

2.5.2.4.  3pvyn  M®HAMfiH  H®M®nT 6vT®eIA3x\/vHMii  6vPTrenMiiH  LliMHx3®v  Hb ®M  3vfaii,

xvHMji   Mx  ®Mu,  xoon  CyAiiaaiJ,  ypraMan  cyq+iaaii,  6Mono"u   MeproxMiiT®ri  xop  cyAiiaii,

ynaM>i{iiaiiT aHaraax yxaaH,  reHeTMK,  HMfirMMeaH  3pyyn  M3HAMm vMm®n3Op  M®preLLiceH;

2.5.3.  3M,  3MHen"nH  x3perc®n  xaHraH  "ctiiwii3rv,  vnn[]83pn3rii  6ariryynnaraA
cvyJ"faH xoep xMn axMnnaaryfi;

2.5.4.   roMT x®p®rT xoii6orAox 6atiraaryPl.

rypaB. EypTranMnH uMHxsOLiMnr cOHroH Iilanrapyyiix, r®p33 6aiiryynax

3.1.    BvpTranMfiH    Lui"x®owMDlr   coHroH    uJanrapyynax   vBiJi    axMJiJiaraa    Mn    Ton,
epceiiA®x T®ru 6onoM}i(To fa,  LLJyAapra, xapMyquaraTafi 6afix 3apvMMA rynryypiiaHa.

3.2.    EvpTrenMnH    Li]MHx®®u    coHroH    Lilaiirapyyiiax   3apbir   6affiryyliiiarblH    uaxMM

xyyAcaHA 30 xoHor 6anpuyynHa.

3.3.     3Pvvn  MeHAMfiH  ilMmeJisop  vnn  axMnnaraa  flByyJiAar  TepMnH  6ahryyiiiiara,
M®pr®>KrMfiH  can6ap  3eBiien,   HMhr3Mn3r,  xon6oo,  aHaraax  yxaaHbl   Mx,  A®ap  CypryyJlb,
epA3M  uMHXMnr3eHMri  6affiryynnara,  3pvvn  M®HAMMH  6aiiryynnarap  6vpTronMfiH  uJMHx33il

coHroH uJaJirapyynax 3apblr an6aH 6Mvr®3p xvprvvnx 6onHo.



3.4.   EvpTronMcaH   i]]MHx®eu  coHroH   u]alirapyyiiax  Sap  Hb  6vpTronMnH   LI"HxeouMA
TaBMrAax  LJJaapAJlara,  6vpAVvn®X  6apMMT  6apMMT  6MIMr,  MaTepMan  xvJieoH  aBax  ®ucMPIH

xyrauaa,   an6aH  ryLiiaaiiTHbl   Hop,   xon6oo  6apMx  yTac,   uaxMM  xaflr  39p®r  M34®®nl"eir
6arTaacaH 6anHa.

3.5.   BvpTrgl"raH  u"HxoeilMnH  coHroH  uiaiirapyyiiaiiTaA  Aapaax  6apMMT  6Mu"Blr
6VPAVVJIX TorTooCoH XyrauaaHA a}l{JlblH an6aHA 6INreep llpvyrlH®. YVHA:

3.5.1,  BvpTrenMnH LIIMHxsove3p axMJiJiaxblr xvcceH epreAen;

3.5.2.   An6aH   6aiaryynnaraA  axMiinaAar  6on   LLiMHx®ev3ep   axuniiaxblr  A®Mxc3H
TOAOpxofalioiiT;

3.5.3.   AHKeT   /"TepMnH   an6aH   xaaHMfiH   xyBMiiH   x3p3r   xeTiiex   >itypaM"-blH    1-p
xaBCpaJiTaap/;

3.5.4.  MproHMn vHeMnexHMfi iiaBIiaraa (E-Mongolia  L+axMM caHraac aBcaH 6anx);

3.5.5.  BonoBcponbiH  /]MnJloM,  M3pre)l{J"iiH  6onoH  M3Pr®uvvJlex,  ®PAMMhH  33P"fiH
vH®Mn3xMjaH xyyn6ap;

3.5.6.  L|®®x 3ypar 1  xyBb (3x4);

3.5.7. Mpr®"BI ®pvv"BIH xapMyLunara xvn®®re®ryn ryxan TOAopxofinonT /E-Mongolia
I+axMM caHraac aBcaH 6arix/;

3.5.8,    HMcarMMeiH    4aaTranblH    iiaBiiaraa    (3H3xyv   >itypMbiH    2.5.2    Aaxb    3aaiiTbir
xaHracaH xyraLiaaraap -Mongolia  I+axMM  caHraac aBcaH  6aiix)  ®cxvn  ®c83n TepMfiH
an6aH xaariiMhH I+axMM cMCTeM33c aBcaH iiaBnaraa;

3.6.   A)i{nblH   an6a   Li"Hx®®ueep   axMJiJiax   xvc®JIT   MPvvJIC®H   AapaaJlnblH   Aaryy
XarcaaJiT vvcrox, 6api"nKyyiiHa.

3.7. Xvc3nT xyJi®3H aBax xyraL+aa AyyccaHaac xonu  MPvvnc3H  MaTepMaTibir xvJi33H
aBaxryra.

3.8.  A>KnbiH  an6a    6vpTre"fiH  Li"Hx33v33p  a)I(MJiJiax  xvc3JiT  Mpvviic®H  Mpre"n
MaTepMaii+I vHanr®® xMfix, coHroH i]]alirapyyJiax vDlii axMiiiiaraar 3oxiioH 6aDlryyiiHa.

3.9.  A)KnbiH  an6a  eH3xyv )I(ypMblH  3.7-A 3aacaH  xyraL+aa /]yyccaHaac xofiu  coHroH
u]aiirapyyliaiiTbir a>i{iibiH  15 xoHo"iiH AOTop 3oxMOH 6aiaryynHa.

3.10.   3IVMnH   3eBiien,   EMo6®nAM®nMnH   can6ap  3eBiienA  axMliiia4ar  6on   eMMnH
6vpTrenMfiH   LLMHx®ou3®p,   3MMnH   3eBnenMfaH   3pvvn   M3HAMhH   HeM3JiT   6vT3®rA®xvvHMfi
can6ap  3eBJieJiA  axMJIJla4ar  6on  3Pvvn  MeHAMfiH  H®M3JIT  6VT33rA®Xvv"ct  LJ"Hx®oue@P,
3MH3n"fiH    x®p®ronMhH    3eBiien,    Jla6opaTopMhH    oHOLUMiirooHbl    x®peronMjaH    can6ap
3eBJieiiA  axMnnaAar  6ori  na6opaTopMnH  oHouMnrooHbl  x®p®rcnMnH  LIIMHx33ii33p  coHroH
iilaJirapyyJiaxbir ryc rye xOpMriioHo.

3.11.   A)I{nblH   an6a   6vpTrenMDIH   ii"HxeouMDIH   coHroH   uJaJirapyyiiaiiTbiH   Taiiaapx
TannaHr  3M,  3MH3n"nH  x3p3rcl"hH  xFiHanT,  3OxMuyyiiaiiTblH  ra3pbiH AaprbiH  3eBiiei"fiH
xypanA TaHMnL+yynx,  uMMA83PnvvnH®.



3.12.  XypnbiH  Li"faABepMDir vHA®cii®H  areHTJia"tiH AaprbiH  ryiJJaaJiaap  6vpTrenMiiH
LI"Hx33vMfir TOMMnx,  r3p3® 6afiryynHa.

3.13.   CoHroH  uaJirapyyJiaJITbiH AVH,  6ycaA  IJJaapAJlaraTaii  MOA®anJ"Dlr a}l{JibiH  15
xOHO"eaH AOTOp  M®A3rA®H®.

3.13. CoHroH u]aTirapyyiiaTITbiH AVHr MeAerAcoHe®c xonu coHroH il]atirapyyiialiiTara
xoJi6ooToca  roMAJibir a}I{nbiH 5 xoHolT xvJi®®H aBH,15 xoHorT 6arTaaH xapMy erHe.

3.15.      A>I{nblH      aii6a      coHroH       i]]aiirapyynaiiTTaDl      xoii6ooTofa       MaTepMaTibir
xaAranaMXMnH Hem vycr3H, apxMBT xvneoiiroH erHe.

3.16.  LIJaapqriaraTara ToxMoriAom coHroH i].anrapyyiialiTbir AaxMH 3apiiax 6oiiHo.

A®p®B.  EvpTrenMnH LLiMiix®®vMRr axMiiiiyynax

4.1.  BvpTranMtiH 6apMMT 6MUMrT vH®nree xMiix,  nvrH®m raprax iiMHxe®iMnr uaxl"
nporpaMMbir     aiJJMriiaH      caHaMcapryn      6aDiAtiaap      coHrox,      TOMMiioH      axMliiiyyJiHa.
LIJaapq+laraTati Yea a}l{nblH an6aap xypaJIAaH, i]]I"xcouMfir coHrox, TOMiniioH axMiiiiyyfiHa.

4.2.    3MMffiH    vcanune"    6oAMcbiH    6vpTreninffiH    MaTepMam   AvrHeiiT   raprax   vnJi
axiouJiaraaHA 3eBxeH 3M 3vfiH  uMHx3®v TOMMnHo.

4.3.  3M 3vfiH 6a ®MHon3vDIH  iJ"Hx®eiMnr Aapaax ToxMonAom xaMT TOMMJiHo. YVHA:

4.3.1.  BaKLiMH,  6iAo6®fiAMenMiiH  LUMH® 6vpTron;

4.3.2.  MOHroii  yiicbiH  3ax  3e®iiA  aHx  yAaa  H®BTp®x  oiioH  yiicblH  Li]MH®  Hepi]"iiT®ra

(®MiiDiH vBiJ"Ji®" 6oAMc aryyncaH)  eMMjiH  LiJMHe 6vpTran;

4.3.3.     MOHron    yiicblH    3ax    333iiA    aHx    yAaa    H3BTp3x    LLIMH3    eMMhH    xeJi63p,
3MVMiir®3HMn  apra, TexHono",  3MMfiH yiaiiAB®p 6yxMfa  3MMriH 6ypTron;

4.3.4. TaprmrbiH ®MiinH xon6®pMjiH 6vpTron;

4.3.5.   3MMnH 6vpTrenMriH >iq/paMA 3aacaH 6ycaA Hexueii;

4.4. flapaax 6ypTrei"ffiH oepilJieJiTeA eM 3vffiH iiilhHx®®u TOMMJIHo. YVHA:

4.4.1. 3MMriH vfinvn3rv 6o/]McbiH vfinA83pn3rii H3M3r43x, eepvJierAex;

4.4.2.  eMMfiH vfinviieli  6o4Mc 6onoH  eLLCMfiH  6vT3eIA®xvvHMn TorTBopTofi  6afiAanA
eepHiieiiT opox (xaAraLnaiiTbiH rop" 6oiioH xv"HTera xyraLiaa eepuJierAex rex M®T);

4.4.3.  3ucliflH  6vT®®rA®xyvH,  Tvv"Bi  xoJibLi,  ryciiax  6oAiic,  xapbuyyJiax  cTaHAapT
6oAMc, aHXAarii caBnaraaHbl MaTepManbiH TexHMKMfiH LLJaapq+iaraA H®M®iiT eepiliieiiT opox;

4.4.4.  3HCMfiH 6vT3®r/]3xvv"fi TexHMKMfiH  LL[aap/I+iarap eepvJieiiT opox;

4.4.5.   3ucMjiH  6vTe®rAoxvv"ffi   MMKpo6MOJio"BiH   IJJaJlryyp  v3wJi®JiT®A  eepHJleJIT
OPOX;



4.4.6.  3ucMtiH  6vT®®rAexvvH  6oJloH  ryonax  6oAiAcbiH  iJJMHXMiir®e"Bi  apra,  aprbiH
6aTan raaxMnTap eepuneliT opox;

4.4.7.  3L+cinffiH  6vT3erAexvvH    yycra"  6onoH  ryrHax x3p®rceJiT3ffi  "Biu®x  6affiAaJiA
eepilJieiiT opOx;

4.4,8. "JiA83pnenMfiH 6aeip, Tan6afi, xaF]r eepiliierAex;

4.4.9. YniiA83pnaninDiH npouecc 6a npoueccblH xflHaJiTafl eepilJieliT opox;

4.4.10.  L|yBpanbiH vnJiABepJienMiiH x®Mx®®HA  10 AaxMHaac A®ou  H®MerA®x;

4.4.11.   In  vitro  yycaiiTbiH  xapbLryyJicaH  cyAatiraa  6onoH   in  vivo  6Mo-®i{BMBaneHT
cyAaJiraaHbi TarinaH/I eepiliieTiT OpOx;

4.5.       J]apaax 6vpTronMRH eepHJiemeA ®MHan3vfiH  uMHxe®u TOMMJ"o. YVHA:

4.5.1.    3MHen3vfaH    cyAaiiraaHbl    ®MxeTr3n,    TojaM/I   eepiliieTiT   opox    (eMHen3vfiH

q>apMaKono",  vp  HeJiee,  aioynryfa  6an/]iibiH  ToeiM,  AVH  uMHXMiir®®,  3pc4®n,  vp  aLLJ"nH
AvrH®JIT,  Sax 3®OnA rapcHbi Aapaax cyAaJlraaHbi  M®Ae®n®n);

4.5.2.  3MMtiH olirox HexLiei"DIH eepHlieJiT;

4.6.   BvpTrenMDiH  I]]MHx®®u  xaBcpaJIT  Aaxb  xoJ16orAox  MaflrTbiH  Aaryy  6vpTranMDIH

6apMMT   6M"rT      vHoiir®®r   xMDix,      AvrH®JIT,   CaHanblr   xoJ16orAox   6vpTronMtiH   acyyAan
xapiiyucaH Mepr®ximT®HA xvpryvJiH®. XepoB 6vpTrem eepiliieiiT opx 6anraa 6on MafliTblH
3eBxeH xon6orAox xecrvvA®A VH®Jlr®®"fa VP AVHr 6M"X, AvrH®JIT caHaJlblr xvpryvJIH®.

TaB. AiKnblH an6aHbl 3PX, YVP®r

5.1.   BvpTrenMDIH  6apMMT  6Mu"car  6vp®H   iipvvJic®H,   6vpTrenMDiH  Teii6ep  xMDirAceH
6api"T 6i"iArT AvrH®JiT raprax i]"Hxe®ilMtir TOMMiiox;

5.2,   BvpTr®"nH   6apMMT   6MVMrT  AvrH3nT   rapraxa[]   LJJaapquaraTaja   M®A®ennMeir
6vpTranMfaH  IJ"Hx®®llMA XvprvvJIH®;

5.3.  BvpTr3i"riH  uMHx3ouMiiH  6vpTren,  M®A3en"fiH  caHr xeTiieH,  TorTBopTon  yein
axMJiJiaraar xa pMyuax;

5.4.    EvpTrenMDIH    I]]MHxeow®®c   xoJ16orAox   xyyJlb,    )iq/PMblH    Aaryy    LIJaapAJlaraA
HMMuceH []vrH®n"nr 6vpTrenMiaH }i{ypaMA 3aacaH xyrauaaHA (HexL+enT 6vpTronA a}KJiblH  5
xOHorT) 6aTTaaH Mpvvn®xMnr LIIaap/lax;

5.5.       LLJaap/]TiaraTan         ToxMOJiAonA         HeM3JiT         MaTepManbir         6vpTrvvn3rv
6afiryynnaraac aBax a>Kribir 3oxMOH 6afiryynax,  MaTepMaiibiH 6vpqi"fir 6vp3H  Miir®3cH33c
xoDlu u"HxeeuMDiH AvrH®JIT raprax xyrauaar ToouoX;

5.6.  BvpTranMfiH  uMHxsovMfaH  vH®nre® xMfic®H AvrH3n"fir xvJi33H  aBil,  6vpTranMfiH
6apMMT 6MUMrT apxMBiiax a>i{iibir 3oxMOH  6aiiryynax;

5.7.  BypTr®i"fiH  LI"Hx33iMeaH  a>I{[ibiH  TaeanaHr AyrH3x,  LLMHx33vMriH  r3p3er cyHrax,

uyLquax a)Knbir 3oxMOH 6afiryynax;



5.8.    BvPTronMjiH   IJ"Hx®ouMffiH   flvrHeJIT   rapracaH   6apMMT   6Mu"DiH   Too,   axiibiH

rynLi®TrenA   vHAoon®H,    a)I(iibiH    xeJicMDir   yJ"paii    6vp   TooLiox,    areHTiia"DiH    caHxyvA
Xvprvvrlgx,

5.9.   EvpTranMfaH   Li]i"xee"nH   AvrH3JiT   rapax   vjan   aximiiaraaHA   xeHAneH"ffiH
HeiieeJieJi,  AapaMT  v3vviic®H  Hb  HOTiiorAcoH  6oii  ryxafaH  6acaryymarbiH  6vpTreniiffiH  vffin
axMii]iaraar   3orcoow   6ypTrei"iir   xv"Hryca    6oiirox,    xoii6orAox   aJi6aH   ryiJJaariTaHA
MOA3rAex,  ii]aJiryyJiax;

5.10.  BvpTrenMflH i]]MHxa3u  HapT cypraiiT 3oxMOH 6afaryynax;

5.11.  BvpTreniiDIH  i]]MHx®eu >Iq/pMbiH xyraL+aam 6arTaaH AyrHeJiT rapraaryDl,  H®M®JiT

6apMMT 6I"Mr uJaapAaaryffi , 6vpTranMDiH 6apMMT 611"rT AvrH®JIT rapraxan 6ycaA xvHAeTrox
i]]aiiTraaHbir 6MHre®p  M®A®rAe®ryfa  6on  a)i{JibiH  ati6aap xypaJi|]ax,  eep  u]MHx3owMA AaxMH
TOMMnox ®cexMBir LLiMnABepn®x;

5.12.  BvpTre"nH uMHx3owTefi 6anryyncaH repe3HMfa 6Men3nTMfir a>KiiblH an6a xMn
6VP AvrH3X,  areHTJia"DIH AaprbiH 3eBJiem TaHimuyyiiHa;

5.13.  BvpTranMcaH  LUMHx®eHMraH  M®A®on"fiH  HyyunaJibir xaAraJiax;

5.14.   LLJaaRA+iaraTafi  ToxMon4oiiA  3MMhH   6onoH   eMH3ii"nH   x3p3ronMeiH   3eBnen

6onoH   ivv"fi   can6ap   3eBjieneec  ryxaelH   6vpTrenMeiH   MaTepMaTiA   6ycap   iMrm3nMfiH
u"Hx®®VAMnr H3M®IiT3®p TOMMiix 6OTiHO.

3ypraa. EvpTranMnH LUMHxsOvMnH ®px, vvp®r

6.1.   BvpTranMDIH   ilJMHxe®u   Hb   AvrHeJiT   raprax  6vpTrenMBIH   6apMMT   6im"Blr   3M,
®MH®n"raH  x®p®rci"ffiH  xflHaiiT,  3OxMLiyyiiaiiTbiH  H9rAc®H  LiaxMM  cMCTeM  ®cxyii  Liaacaap
a}I{JibiH aii6aHaac xvn3®H aBax;

6.2.   BvpTrenMffiH  6apMMT  6I"MrT  vHonr®e  xMnx,  AvrH®JiT  raprax  viin  axMTiiiaraar
3Hexyv  >iq/pMblH   1.5-/I  3aacaH  vMmenMfiH  4aryy  xaBcpaJiTaap  6aTharAcaH  vHeiire3"n
xyyAcaap  M®Pre)l{J"faH  TVBLiJi"fl,  vHeH  3eB  vHanre®  xMffix,  AvrH®m  rapraH,  rapblH  vcr®®P
6aTanraa)KyynaH  6vpTrei"fiH  )I(ypMbiH  3aacaH  xyraL+aaH4  6arTaaH  xon6or4ox  acyyAaJi
xapMyL+can     M®pr3xMiiTOHA     L+aacaap     ecxyn     eM,     eMH®n"faH     x3peronMnH     xflHanT,
3oxMLiyyiiaiiTbiH  H®rAc®H  L|axMM  CMCTeMO®P  MPYYJl®X;

6.3.  EvpTranMffiH 6api"T 6MUMrT AvrHOJiT rapraxaA aiJJMr coHihpxon vvcu 6oJi3ouryti
®Cxvn XVHA®Tr®X Ii]aJiTraaHTaca  rok V3B®JI AvrH®JIT rapraxaac TaTraJi3ax xvcoJiT®e a}I{JibiH 5
xoHorT   6Miir®®p    raprax,    HMfiTMnH    an6aHA    HMnTMeiH    6onoH   xyBMiiH    aLLiMr   coHMpxnblr
3OxML+yyiiax,   aiilMr   cOHMpxnbiH   3epilneec  ypbAVMiiaH   c3p"ean3x  ryxan   xyyiibA  3aacaH
HMnTMnH  an6aH  ryLiiaanTHbi  aL]IMr  cOHMpxiibiH  3epv"nH  M3A3[Aen,  Tacan6ap"-blr  6MVMx
a>i{IibiH an6aun XvprvYJl®X;

6.4.  BvpTranMDiH  u]MHx®®u  eepMflH  rapracaH AvrHeJi"caH  vHeH,  3eB  6aDiAJibir 6vpeH
xapMyL+Ha;



6.5. A>KnbiH an6aHaac xvJi®®H aBcaH 6vpTrenMjiH 6api"T 6iiu"Dlr AvrH®iiT rapracHbl
Aapaa 6VP®H XVJi®eJiroH erHe;

6.6.   LIJaapq+iaraTaffi   ToxMoliAoiifl   3MMffiH   6onoH   eMHeli"faH   xop®ronMcaH   3eBiieli,
Tvv"ffi    CaJ16ap    3eEmeJ"ffiH    xypam    6vpTranMnH    6apMMT   6M"rT   xinDlc®H    AvrH®iiTe®
TaHMiiLryyTiHa;

6.7.   3MMcaH  3eBnon  6oJioH   a>KJibiH  an6aHaac  uMHx33iMfiH   rapracaH  AvrH3n"nr
"xaHranTryra" rok v3Beii HeM®iiT TaDiii6ap, AvrHeii"car raprax erHe;

6.8.   flvrH®nT   rapraxan   HOM®JiT   MaTepinan   iilaapAtiaraTaffi   6on   3M,   ®MHon"BiH
xeperonMnH  xflHaJiT,   3oxMuyyJiaiiTbiH   HerAc®H   Liaxl"   cMCTeMeep  ecxvn   a>i{iibiH  an6aap

AaM)lq/yJlaH 6VPTrvvn®H 6aeiryynnaraac LJJaapAaHa.  LJJMHxe®v 6vpTryvJierv 6ajaryyJiJiarblH
H®MonT  MaTepMan  6vp®H   MPvvJic®H  eApeec  Oxn®H  3Hexyy  >KypMbiH  xyrauaaHA  4VrH®nT
rapraHa;

6.9.   BvpTrenMjiH   6apMMT  6in"rT   rapracaH   AvrH®JIT  rye   6vpo3p   ToouoH   a>I{JlbiH
xeJicMiir H3x®MXMnx aBax ®pxT3fi ;

6.10.  EvpTronMDiH  i]"HxgowMtiH 6ypyyTaii vnn axMJiJiaraaHaac wA®H  rapax aiiMBaa
XapMyLuarblr eepee Xvn®®H®;

6.11. BvpTrenMeaH vfiii axMnnaraaTan xon6ooTofa xyyiib, >KypaM, cTaHAapTbiH TeceiiA
caHaiiaa 6Milr3®p erHe;

6.12.  BvpTr®"BiH  uJMHxoou  6vpTronMtiH  6apl"T  6MUMrT  AvrH®iiT  rapracaH  a}KJlblH
TafanaHr xMii TyTaM raprax, Aapaa oHbi oxHMBi 7 xoHoiT 6aFTaaH a}KiibiH an6aHA xvJi®onreH
erHe;

6.13.   BvpTrenMnH   iJJMHx33u   a)KJlblH   an6aHaac   MpvvTic3H   xyrauaaHbi   AapaannbiH

Aaryy 6vpTr®"fiH 6apMMT 6M"rT vH®Jir®® xMnx,   4vrH®nT rapraHa;

6.14.   BvpTranMtiH   iiMHxeeuMcaH   iiJaapAcaH   H®M®m   MaTepMaiibir  3   capbiH  AOTop
6VPTrvvnoH   6aDlryynJlara   MPWJleryil   60n   6VPTrenMiiH   MaTepMaJiA  TaTran3caH  AvrH®nT
raprax 6onHo;

6.15. X®p3rm®x 3aaBpbir 6ypTronMiiH  LJJMHx33v xFiHaHa.

Aonoo. EvpTrei"nH uMHx®®LiMnH vnn axMnnaraaH/I xOpMrmox 3vianc,
r3psor LiyLinax

7.1.     BvpTreJ"DIH  uJMHx®eu  6vpTroniiDiH  6apl"T  6MUMrT  vHonr®e,  AvrH3JiT  raprax

flBuaA 6vpTrvvnerv 6ariryynnaraTafa LiiyyA xon6orAoxblr xopMrmoHo.

7.2. XvH40Tr®H v33x LJJaJiTraaHaap eepMriH xvc3nT3®p  r3p®3"ia  xyraLiaa AyycraBap
6oJioxooc eMHe 6vpTrenMfiH  uMHx3ev3®P axMlinaxaac TaTraii3caH  6on  r®p®®HA 3aacaH 2
TaiiblH caHanblr xapraii3aH LLMHx3ow®3p axMJinax rep3®r I+yL+anx 6onHo.



7.3.     BvpTranMtiH    i]]I"xeouT®ra    6atiryyJicaH    r®peer    Aapaax    ToxMoliAOJiA    3M,
eMHeii"tiH xeperonMm xflHaiiT, 3OxMLiyyJiaJiTblH ra3pbiH caHaallMJiraap LryuaJiHa. yvHA:

7.3.1. XyypaMu AvrH®JiT rapracaH;
7.3.2. Au"r coHMpxiibiH 3ep"n rapracaH;
7.3.3.   3M  6onoH  ®MH®n"faH  x®p3rc"fiH  3eBnen  TvvHMfi   can6ap  3eBiien  a}KJiblH

an6aHaac LuaapAiiara xaHraxryra AvrH3JiT rapracaH v3ceH ToxMOJiAOJiA;
7.3.4. rep®e"n 3aaiiT 3epuceH;
7.3.5.  A}i{nbiH an6aHaac 6vpTranMiiH u"Hx®eH99p TOMMJicoH LUMBIAB®pMffir xvHAOTr®H

v3®x iiiaiiTraaHryrare®p )KypMbiH xyrauaam 5 yAaa 6vpTrenMPIH 6apMMT AyrHeJiT rapraaryfa,
AvrH®JIT rapraxaac TaTraJ13ca H ToxMOJIAOJIA;

7.4.   BvpTr®"fiH   LiiMHx®eil   Hb  xvli3®H  aBcaH  6vpTrenMeaH  6apMMT  6Mil"iaH  6vp®H

6VT3H 6aeiAan,  HyyuJianbir 6vpeH xapMyL+ax 6a 3axMaiiarvMriH 3eBLiieepenryfar®®p xyBMiiax,
6ycAap aLLJMrJiyyJiaxbir xopMrlioHo.

7.5.   BypTrenMfiH   LIIMHx33il   3M,   ®MHen"jaH   x3p®ronMfaH   3eBnen,   TvvHMi4   can6ap

3eBIiem ryLI]aaiiaap TOMMiiorAcOH 6On LI]MHx®Ou®®p axMiiliax rep®®r LryLiaiiHa.



3M,  eMH®n"fiH xep
ra3PblH
OAP"ffi

blH   20

yraap ryLJJa

MAj]rT -01

e"m EypTrei"nH ii"HxeeuMnH flyrH3iiT rAprAx yH3iireeHMPl xyyIAc

MMnopTbiH  ®MMfiH  uMH3 6VPTren

I       J]OTOOAblH VDlnAB®PMiiH  ®MMDiH  uMHe 6vpTr®n

1.  3MMDiH 6vpTrenMffiH ®M 3vDiH  iiMHx®ouMfiH AvrH®JiT raprax vHonrse"fa xyyAac

1.1   EpeHXMffi  M®A®®JIOJl

rvFl YHenrooHMfi acyyMx YHanr®®HihDI T®MAernan

1.1.1
uaxMM cMCTeMMeiH Ayraap

1.1.2
An6aH xvcanTbiH orHoo, Ayraap

1.1.3
BvpTr®"hH ulMii>KeouMnH oBor,  Hop

1.1.4
EvpTranMfaH    6apMMT    6Mv"jir    xvJi®ex
aBcaH orHoo

1.1.5
BypTre"nH     6ap"T     6MiMr     H®MoiiT
MaTepMaJi  LLJaapAcaH ormoo

1.1.6
BVPTrvvn®rii         6anryyiinara         H®ivl®nT
MaTepMaJi 6vpeH xvn®enroH erceH orHoo

1.1.7
EvpTr®"BiH     6apMMT     6MUMrT     AvrHeJiT
rapra)K, xvne®iiroH erceH orHoo

1.1.8 3MMfaH OiioH ylicbiH HepuMii
1.1.9 eMMiaH xyAaiiAaaHbl Hop
1.1.10 TyH, x®hm®e
1.1.11 3MMRH xen6®p
1.1.12 CaErmanTbiH x®Mx®3
1.1.13 vcanAB®preiiMD`H Hop

1.1.14 JIML+eH3  ®3OMLLIMliMnH  Hop



1.1.15 rapan vvonMnH ync

1.1.16
EvpTryvn®H  6aeiryynnarblH  H®p,   rycraea
3eBLLleepi"fi H xv`+MHT®ca xyrauaa

1.1.17 onrox HexLien
1.1.18 ATC K04

1.1.19
op"Haii  9cxyn  epeHXMn  HepLilrMnH  3ivi
®C®X

1.2 BycaA yJican 3eBUJeeperAceH 6affiAaJi /3eBxeH ryxajiH xyAaiiAaaHbi Hepe®p/

A/J] YHonroo" BI acyyMx YHenr®®HMfi TOM+]®riioii

1.2.1

TyxanH   eMMnH   6ycap   yncaA   6vpTr®VAceH
6afuan.  /BvpTr®[AceH  yJicbiH  HepMnr  6MVHe
w./

1.2.2
TyxanH 3MMeir Sax 3soneec eprwlieH TaTcaH
ylic 6aiiraa ®c®x rytic 6OnoH 3OxMLryylialiTbiH
6afiryylinarbiH HepMfir 6MIIH® w./

1.2.3
TyxaBiH   ®MMnr  6vpTr®x®®c  TaTran3caH   ylic
6affiraa   ac®x   rylic   6otioH   3oxMLryyiialiTbiH
6aearyynnarbiH HepMcar 6MiiH® w./

AvrHonT:

1.3 Xop®m®x 3aaBap

AID YHenr®®HMii acyyMx YHanrge"DI T®MA®man

1.3,1

3MMnH   x®p®rti®x  3aaBpbiH   MeAeaneii   3M,
3MH3n"nH      x®peront4eaH      ryxan      xyyiibA
3aacaH M3A®ennMBar 6vp®H aryyjicaH ec®x

1.3.2

3MMeaH   LLioiuro  A33px   M3A®elion   x®periiex
3aaBapTaca  TOxMpv  6anraa  ®c®x  /x®p®rmox
3aaiiT,  xOpMriiox 3aanT, ryH,  ®MMeaH xen63p,
aHxaapyynra/

1.3.3
A3ME-biH  3ariiiuryn  uaapAiiaraTan  eMMfiH
3arBap }KarcaamaA opcoH 3cex

1.3.4

3MMtiH orirox Hexuen /OiioH yiicbiH 6api"T
6MVMr 6onoH MOHron ynca/I 6vpTroc3H Mxrm
Tepi"nH         3MMfiH         Olirox         HexL+eiiTen
xapbL+yynax/

1.3.5
TyxaDIH    eMMBIH    Tvro®JiT   6onoH    oJlroJITOA
TaBM[/lax xFi3raaprialiT 6afaraa 3cex

1.3.6
vHAec"n  3aniiLiiryn  LLlaapAiiaraTan  eMMnH
xarcaaJiTa[] opcoH ®C®x

1.3.7
X®P®m®x                 3aaBpbiH                 opiiyyJira,
6oJioBcpyynanT LIIaapA+iara xaHra>K 6aelraa
3C®X



1.4.  3px 6vxMn 6affiryymaraac 6aTanraa>KyyiicaH ®MMDiH 6vT®®rA®xyv"n cep"q)MKaT
/3BC/ /Certificate of Pharmaceutical Product /CoPP/

(AOTOOAbiH ycanA83pMfiH 3M®H/I xaMaapaxryea)

4/A vHeiiro®H Mn acyyMx YHanroeHMn T®MAemen

1.4.1

3Bc  Hb AeME-biH  ®MMnH 6yTcorA®xyy"ca
uaHapT   cep"d)MKaT   oiirox   cxeM   (WHO
Certification   Scheme   on   the   Quality   of
Pharmaceutical      Products      moving      in
international          commerce)-blH          Aaryy
uJaapAJiaraTaBi  6vx  MeAeeni"nr  aryyiicaH
®Cex.

1.4.2 3BC-biH xv"HTen xyrauaar 6MVH3 VV.

1.4.3
3BC      Hb   xvn®®H   3eBLiJeeperAceH   oMihfaH
3oxMvyyjianTblH     6afiryyiiiiaraac     an6aH
ecooD 6aTanraa>KcaH 3c®x

1.4.4

3EC-A   aryyJialAa>K   6yn   6vx   Manaeii3n
ynnABepn®il®ec  Mpvvnc®H  ®M  6VPTrvvJl®X
epreAen   (Application  form)  6otioH  6yca|]
6vpTronMnH     6api"T    6M"rT®fi     ToxMpv
6afiraa ®c3x

Yrvn 6on i]IaLnTraaHbir TOApyyii>i{, 6M"x

1.4.5

3Bc  A®®px  ®MMtiH  ycai"ji®"  6OAMc,  ryH,
eMMnH     xen63p     3®p®r     Hb     6vpTranMfaH
6apMMT 6MilMTT®n   ToxMpv 6anraa ®c®x

1.4.6

3Bc A®®px yin/]B®pne"MnH  Hop,  xaF]r Hb
6vpTranMnH     6apL"T     6i"MTT®n     TOxMpv
6anraa ®c®x

1.4.7

3BC-A   aryyJiarAa)I(   6yn    6vx   M3/]®®nen
6ypTrvvn3H      6anryyJiJiaraac      Mpvvnc®H
6VTe®rA®XVV"fi  A®ox,   3arBapTafi   ToxMpil
6afiraa 3c3x.

1.4.8
TyxanH    ®MMnH    6vT®®rAoxyvH    Hb    rapan
VvonMnH      yJICAaa      Sax      3®enA      rapax
3eBilleepeiiTeri ecox



3eBuee pen ryn          6on          Lliannaa H bi r
TOApyyJIX, 6l"MX

1.4.9

TyxanH    ®MMcaH    6vToerA®xy\/ii    Hb    rapan

vvon M in          yJi cbi Hxaa          3ax          3e®ng
xyAaJVAaaiiar/]a>K 6aearaa  ec®x /x®p®B yi-\/ei
6on LLJanTraaHblr TOApyyiix,  6MiMx/

1.4.10

TyxanH 3BC-bir MaHaBi yiicap ®ttcnopTiioH
ylicaac LIJyyA MPvvnc®H YY?

3MMnH      6yT33[Aexyy"Blr      yeiJuB®pr®x,
iiML+eH3        ee®MLLMx,        OKcnopTiiox        yin
a)I(rmJiaraaHA  H3re®c AcoLLI  yjic  oPoJiL+COH
6on           ®H exyv          Xa prm uaa           XVJl ®®H
3eBLileeperAexvnLi 6acaHa yy?

H®rcoc   /]eeu   yniiAB9pT   ynliAB3piionMnH
npoLiecc  flBarAcaH   6on  vinAB®pMfiH   LLiaT
AaM}Knara x®pxeH F]BaiACHblr 6MVH® yY.

"JIA83pnenMnH  ®L+cMeiH AaM>Knara xMnceH

yJlcblH          3BC         ®cxvn          MMnopTJlo"
/AMCTPM6broTep/-MBIH    3EC   anMilr   xvJl®®H
3eBueepex Be?

JIML+eH3                      33eMUMii-MnH                      Hop,
®KcnopT7ioliMjaH  HepMfir 6MiJH® vv.

JIMLieH3 e3eMu"ri"nH cTarycbir 6MUH9 yv.

JIML+eH3  03eMuiMN  Hb  OMMeir  yhiiABepnerv
6Mu   6On   vcaTiAB®pn®HMfaH   HepMnr  6i"H®

W.

epreAen  raprarv  Hb  iiMueH3  33®MLliMrilsoc
eep 6on  HepMjar Hb 6MVH3 vv.

1.4.11

BaKUMHbl            xyBb/I            OnoH            yiicap
3eB LLJee peIAceH                          n a 6 opaTo p M Bi H
iJ"H"iircoHMfl  AVH  6oiioH  ryxaDiH  yJicbiH
epx      6vxMn      6anryynnaraac      oTirocoH
nyBpaiiblr  veneeiiceH  cep"®MltaT  ®cxvn
ryxaeiH  yncbiH   epx  6vxMca  6afaryyiiriaraac
OiirocoH TvvHT3ca AviaL+3xynLi 6ap"T 6M"r
6aTanraaxcaH yy.

1.4.12
3px   6vxMn   6anryyiiiiara   vfiJiAB®pn®Hra
xyraL+aaT xFiHaliT  LLiaiiraiiTbir xMeaA®r  ec3x,
"fiM 6on FiMaD AaBTaM>KTan xMfaA®r B®?

1.4.13

3BC-/I   eMMfaH   6vT®er(]®xvHMja   3aaBap   -
Summary      of     Product     Characteristics
(Smpc) xaBcaprarAcaH ®c3x

Yrvti 6oJi i]ianTraaHbir TOApyyiix 6MUMx



1.5. YHflcoH vn"iie" 6oAMcblH /Apl/ uaHapbiH v3wJieiiT:

(f]oTooAbiH    vcaiiAB®plhfaH    eMiifaH    xyBbA    eMMcaH    vffi"n®"    6oAiicbir    yncbiH    6vpTrenA
6vpTrvvncoH    6vpTre"caH    r®p"Jir®®"n   xyyJi6ap    MpvvnceH   6on   vHenexryti   6ereeA
uaapAJiara XaHracaH x3M3eH V3H®)

A/fl ¥H3iire®HMfa acyyMx YH®nrsoHihti T®MA3men

1.5.1
3MMnH  vBinVA®H  6oAMcbiH  xMMMBiH  6onoH
OJioH yiicbiH H®pi]"n

1.5.2
3MMnH ynnrmeiii 6OAMcbiH LLiML"Iir®3HMn

Avrm®JiT,       3MMnH       vca"n®H       6OAMcbiH
Li®B9pLilMii"m 3eporT vHenr33 erHe w.

1.5.3

YBinuii®"      6oAMc      6onoH      T®ArcopMfiH

yJiaM}KnaiiblH   H®rquyyA,   M3OMepTaea   roy?
XepeB    TMDIM    6on    aTib    M3oMep    ecBen
M3OMepbiH  H®rA®ii Hb rye OMMm 6ypAyyJi>K
6anHa 8®?

1.5.4
vfinun®H  6OAMcbiH  q]M3MK,  xi"MnH  IIiMHx
vaHapblr 6MVH® w.

1.5.5
YnnuneH                  6oAMc                  /Apl/-biH
VtrmA83DJi®rvMMH  HOD,  xaFir

1.5.5

YDinuneiH   6oAMc   /Apl/   wiiiABepr®H   Hb
xon6orAox    3px    6vxMn    6aeiryyJiJiaraac
OnrocoH     xvvMH    TereJIAep,     LLJaapAJlara
xaHraxynu GMP-biH ropuMnro®T3n ec®x

flvrHom:

1,6.  3MMnH opu,  Haripnara

4/A vHenrcoHMn acyyMx vHenrooHMn T3MA®meJi

1.6.1

Ynnun3H  6oAMc  6onoH  ryonax  6o/]McblH
opL`,  Hacapnara,  x3Mx®®r 6mH® VV.
3MMnH    ryonax    6OAMcbiH    xeM>K®e    OlioH

yncap   3eBLJJeepe[Aex   x®M>Keeng   6afiraa
ec9X

flvrH®nT



1. 7 3LicMffiH 6vTeer/]®xyv"ffi vffiJIABepnan

A/A YHanr®®HMfi acyyMx YHenroeHMfi TaMAorJl®Ji

1.7.1
YctnAB3pr®n   f]Ba[Aa>K   6afiraa   vnJiAB®pMeiH
6aB]pbiH H®p,  xaflr

1.7.2
r®p®®T     vfanAB®p     6ainar     6on     ryxacaH
vnlii]B®pMelH  H3p,  xaFir

1.7.3
3px  6vxMfi  6afiryynnaraac  vnJIAB®pr®rvllA
onrocoH        xvi"H        TereJVAep        GMP-blH
ropiliunro3HMn Ayraap, x\/`"HTeea 3cex

1.7.4
GMP-biH   rop"Jiree"D]   xaMpax   xvpco   Hb
TyxanH ®MMhH xyBbA TOxMpv 6anraa ®c®x

1.7.5

YfiJi4BepranMeiH   vcaJi   a>Kuniiaraang   Horcoc
Ae3LLi veijiAB®pn®H  OpoiiLicoH  6On  rye  6vpT
Hb   xvvMH   TerenAep   /GMP/-blH   r®pvithr3®r
MPvvnc®H 3c®x

AYrHonT:

1.8 3L+cMiiH 6vTeorA®xvvHMfi vfinAB®pnonMnH vfan F]BubiH 6aTanraaxMnT

rvA YHenrco"Dl acyyMx YHanr®®HMDi TeMAeman

1.8.1

3uCM fi H             6vT®®IAOXVV" fi             a HXAa H
caBJlaiiTblH     MaTepMaLnblH     LLMH)I(Mnro®HMfi

AVH+I VH®nre® erHe VV

1.8.2

BVPTrvvn®x       eMMfiH       6vT3H       nyBpa]ibir
xapyyiicaH     yfaiIA83pnont^nH     ycan     flBL|biH
Cxe M ,             Tvv" Dl             6aTan ra a>Kyyn anT
LLJaapquiara xaHra>K 6yn ocox.

1.8.3
3Mi^nH    xaFir   LiloLiiro    Hb    3M,    3MHan"nH
x®p9rci"fiH       ryxan       xyyiibA       3aacaH
M3A3ennMnr 6vp®H aryyncaH ®c®x

AYrH®nT:

1.9 Tyonax 6oAMcbiH HaHapblH V3WJleJIT

prA vHanro®HMn acyyMx vH®nro®HMn T3MA®rii®n

1.9.1 Tyciiax  6o/)Mc  6vpT xMt7lcoH  na6opaTopMcaH
LLIMHXMnrsoHMn   AyrH®nT,    yniiAB®pn®r"nH
MaA®enon TOxMpu 6yri ®c®x

1.9.2 OnoH     yJicaA     x®perJi®xMtir     xopMrJiocoH
6yAarv,   TorTBop}i(yynaH   6oAMc   aryyJicaH
ec®X



1.10 3uCMffiH 6VTeerAexvv"ii HaHapblH V3VVJl®JIT

prA YHanr®®HMffi acyyMx YHenre®HMfi T®MA®rJl®n

1.10.1
3ucMBiH   6vT®eIAexvvun   vnunB®pneHMfiH
xt^fic®H  LIIMHxiource"ei AvrH®iiT

1.10.2
MTroM>Kiie[Ac®H      na6opaTopVA      xMric®H
Liii"xunroe"ca       AvrH®IiT       i]]aapqiiara
xaHracaH ®c®x

1.10.3

Yfinuno"                  6oAMcbiH                  TooHbi
TOAopxoniionTbiH  aprbiH  6aTanraa>KMnTbir
Mpvync3H    ®c3x,    ryxanH    Man3enen    Hb
xaHraniTaM ®C3x

flyrH®m

1.11  AHxparv, xoepAorv caEmanT

A/A YH®nrseHM R acyyMx YHonr®oHMDI  T®MA®rJl®Jl

1.11.1

AHXAaH CaananTblH MaTepManbiH iiaHapbiH
Y3VYnenT LLJaapAiiara xaHracaH ®c®x

1.11.2

LLJouroVA    3aacaH    xaAranax    HexLieJ"eir
MaHan     yiicbiH     Tyreen"nH     cyi"93HMn
npat"KT x®por}Kyvn3x 6onoM>KTofi ec®x

1.11.3

llJourofioJiT Hb xyyiib,  xoJi6orAox ®px 3vBIH
6apMMT      6Mii"nH      LLiaapAiiarbir      xaHra>K
6ahraa ®c®x

1.11.4

3MMfiH    xaF]r    LIIOLLiro    Hb    3M,    oMH®n"fiH
x®p®ronMeaH        ryxan        xyynbA        3aacaH
MeA®enJ"nr 6vpeH aryyiicaH ®c®x

AyrHanT:

1.12 3ucMcaH 6vTe®rA3xyy"DI TorTBopTODI ilaHapbiH cyAaJiraa

4/4 YHenrooHMn acyyMx YHenre®HMBi  T®MA®rJl®n

1.12.1

3ucMnH         6yTcOIAOxyyHMfi         TorTBOpTofi
vaHapbiH cyAaliraaHbi AVH, TafaJiaH:
-    TolTBopTofa iiaHapblH cyAaiiraaHbi apra



-     LIJMHXMnr®e   xlnfficeH   LryBpaiibiH   Ayraap,

Too, x®Mx®e
-    TOTTBopTon        iiaHapblH        cyAaiiraaHA

6enTr® COH             uy B pan bi H             x®Mx®® ,

vriJIFLB®pn®"eiH          6vTeH          L|yBparlbir
TelieeJiexvm   6atiraa   ec®xoA   vHenro®
erHe W

-uMH>KrmrsoHMn Hexueii
-LJJMHXMnrsoHMh vproJi}KrmcoH xyrauaa
-YniiAB®pn®r"hH AvrHeiiT

1.12.2

To rTBopTofi           Ha H a pbi H           cyAaJi ra a H bi
M®A®anoJI     Hb     6VPTrvvnexe®P     epreAen
erceH ryxaBIH 6vro®rA®xwHT®n TOxMPH 6yca
®C®X

1.12.3
CaHan 6oiirocoH xaAranax xyrauaa 6onoH
XaAraiiaJITbiH Hexu/"nr xvii33H 3eBLLieepex
6OiioMRTon ec®x

1.12.4
Bo{]MT   xyrauaaHbi   ToinopTofa    vaHapblH
cyAanraa FiByyJicaH xyraLLaar 6MIIH® w.

1.12.5

BOAMT    xyraLiaaHbi    TorTBopToti    ilaHapbiH
cyAaJiraa     FiByyJicaH     xyraL+aa     caEmaLnT
A®epx  xaAraJiax  xyrauaaTafa  ToxMpv   6yBi
OCOX

flyrH®JIT

1.13.  BMo-®KBMBaneHT  cyAaTiraa  6onoH  xapMJluaH  opJiyyJiax  6aBiAJibiH  Tanaapx  vHeJireo:

(3He  3aaiiT  3M,   eMH®ii"fiH  x®p®rcl"tiH  ryxafa  xyyrMBiH  60  Ayraap  3vBii"caH  60.2  Aaxb
3aaJITbiH  Aaryy  2027  oHbi  01   Avr®®p  capblH  01-HMii  eAep  xvpTon  AOTooAblH  vDiJi/]BOPMnH

®M®HA xaMaapaxryfi)

4/4 YHenr®®HMDI  acyyMx YHanr®®HMBi T®MAorJi®n

1.13.1

BMo3i{BMBa[ieHT  iiaHapbiH   cyAanraar  3oxMx
cTaHAapTbiH      Aaryy      KOMnapaTop      6yroy
XapbnyyJlax      6VTeerA®xvv"nr      aLilMriiax
xMcac®H  ec®x.

1.13.2

XapbL|yynax        6vTeerAexyv"Blr        x®pxoH
coHrocoH     6®,      yr     6VT®OrAOxyv"Di     HOP,
vinAB®pJiorvMclr 6MiiH® vv

1.13.3 CyAanraar F]Map 3arBapaap F)ByyncaH 6®?

1.13.4
EpeHXMfi   H®puli"faH   ®MMfiH  6MOxyp®xyfi   Hb
xapbl.Lyynax  eMMeaHXTen  3KBMBaJieHT  yp  AyH
V3WJIC®H OCOX /Vp AVHr Tooroop 6MUHe w/

1.13.5

BMoeKBMBaJieHT          vaHapbiH          cyAaJiraar
F]ByyricaH          6anryyiiiiarblH          H®p,          yr
6afiryynnara   Hb   6Mo®KBMBaneHT   vaHapbiH
cyAaJiraa flByyJiax 3eBueepenT®n ®c®x
(/]OTOOAbiH    yinAB®pMhH    eMMfar    MH    BMTpO
apraap rvnu3Troc"iir 3eBueepHe)



1.13.6

BMoq]apMauMeiH  aH"iinblH  cMCTeM®®p  1   6a
3-p      aH"naiiA      6aiTax      oMMm      xyBbA
6MoxacaJiT  (Biowaiver)-A xaMparAax 6oJiox
6a   MH   BMTpo   HexL+eiiA   xMearAc®H   3aApanT,

yycaiiTbi H         xa pb nyyfica H         cyAaii ra a H bi
TaDinaH, AvrH®iiT 6acaraa ecex

1.13.7

MaHan   OpHbi   Sax  3®®ng   x®periian®r  FiMap
®MT®Bi  MXMli  Be?

BvpTr®xtdnH /]aByy TaJibir 6i"H3 Vv.

flYrHanT

CaHan /coHroHo yy/

o    TyxaBiH eMMfar yncbiH 6vpTr®m 6vpTrex
o    TyxaBiH ®"tir yncblH 6vpTrenA 6VPTrexMI
o    TyxaffiH eMiicar ylicbiH 6vpTrem 6vpTrex acyyq/ibir xoDlu]iiyyiiax caHaiiTaDi.

TyxaffiH ®MMffiH yiicbiH 6vpTranA 6vPTrex ®cex TaJlaap caHan 6onoBcpyyJlcaH vHAeonenMDir
4®nrep®Hryfa 6MVH3 vv.

BypTronMfiH  Li"Hx33ilMeiH OBor,

BvpTr®"riH L]"Hx3®vMnH rapblH vc3r

OrHoo



MAflrT -02

eMMm EypTrei"nH ii"Hxe3HMjlH nyrHeiiT rAprAx yHenre3HMn xyyIAc

2.  3MMtiH 6ypTreJ"ffiH eMHen3vffiH ui"x®ouMtiH AvrH®JiT raprax vHenro®"ffi xyyAac

MMnopTbiH  ®MMfiH  LLJMHe  6vPTr®n

I       J]OTOOAblH vcanAB®pMBiH ®MMnH  UMHo 6vpTren

2.1  EpeHXMn  MOA®an®n

rvA YHenroeHMfa acyyMx YHonroeHM fa T®MA®rtien

2.1.1 L|axMM cMCTeMMnH Ayraap

2.1.2 AJ16aH xvcoJiTbiH orHoo, Ayraap

2.1.3 BvpTrenMcaH  LLMHxsOvMnH OBor,  Hep
2.1.4 BvpTroi"nH 6apMMT 6Mu"eir xvn®ex

aBcaH orHoo
2.1.5 BvPTrenMeiH 6apMMT 6MiMr H3M3iiT

MaTepMan LIIaapAcaH orHoo,
2.1.6 BYPTTwn®rv 6afiryynnara H®MenT

MaTepMaTi 6vp3H xviicoiir3H erceH orHoo
2.1.7 BvPTronMBiH 6apMMT 6MVMiT AvrH®JiT

rapra}i(, xvli3anroH erceH OrHOO
2.1.8 3MMnH  OlioH yiicbiH  HeDLIIrm
2.1.9 3MMnH xyAaliAaaHbi Hep
2.1.10 TyH, x®Mxoe
2.1.11 3MMBIH xen6op
2.1.12 CaBnanTblH x®Mx®®
2.1.13 vjaiiAB®pn®HMfiH Hep
2.1.14 Jlt^L+eH3  ®3®MLLMrvMnH  H3p

2.1.15 rapan vvonMBIH yiic
2.1.16 BvpTTWJi®H 6anryynnarbiH Hop, rycran

3eBLLieepJiMMH xv`IIMHTOM xvraLiaa
2.1.17 eM cyAnanbiH aHrunaii
2.1.18 ATC KOA
2.1.19 op"Han ecxyn epeHXMn H®piLii"nH ®M

3C®X



2.2 Xep®rii®x 3aaBap

AID YHonre®"DI acyyMx YHanr®eHMfa TeMAerii®n

2.2.1
3MMjiH  x®p®riiex  3aaBpbiH  MeAcO+len  eM,
3MH®ii"eaH     x®perc"nH     ryxan     xyyiibA
3aacaH MeAoeni"nr 6vpeH aryylicaH ec®x

2.2.2
3MMnH  o[irox  HexL+eT"nH  Taliaap  AvrHenT
6MVH® YY|

2.2.3
TyxaBIH        eMMDIH        oJironT,        Tvre®nT®HA
TaBMrAcaH   aiiMBaa   xfl3raapiianT   6actraa
®C®X

2.2.4

3MMnH      LIIOLLlroHbi      Man®enon      x®perJi®x
3aaBapTaBi  ToxMPH  6anraa  3cox /X3p3rii®x
3aanT,      xOpMrTiox     3aaiiT,      ryH,      ®MMfiH
xen6®E), aHxaaDyynra/

2.2.5
3MMnH  uloLIIro  6onoH  xepermox 3aaBap Hb
A3MB-biH  eMMnr  Sax  33enA  TaHMyiiax  ec
3vfiH LlianryypT  "eiL+®x 6afiraa 3c3x

2.2.6

x®p3rmex               3aaBpbiH               Opvyyiira ,
6onoBcpyynaliT        LLlaapqiiara        xaHra>K
6afiraa ®c3x
(LJJaapqiiara       xaHraaryn       rex       v3ceH
ToXMOJiAOJu        ®MMhH        3aaBapT        FIMap
eepviieiiT     Opyy.lax     Taliaap     caHaJiaa
vHA®OnenMfiH xaMT 6MIIHe Vv)

flvrHenT:

2.3.  Byca4 yncaA 3eBLLieepeIAceH 6aBiAan /3eBxeH ryxanH xyAaiiAaaHbi H®p3®p/

N9 YHanr®e"Di acyyMx YHanre®" DI TOMA®rJl®n

2.3.1
TyxacaH  ®MMfiH 6ycap ylicap 6vpTrerAceH
6aelAan.     /BvpTr®IAc®H     yncbiH     H®pMfir
6MIIH®/

2.3.2

TyxafiH     ®MMcar    xop®r-i®9He®c    xaccaH,
xF]3raap TaBbcaH ToxMoiiAoii 6anraa ecex
ryli c                6 On oH                3OxM Liyyii anTbi H
6anryynnarbiH H3pMcar 6MiiH3/

2.3.3

TyxaeiH    ®MMfiH    6ypTr3I"eiH    epre/I+"far
6yuaacaH,     6vpTronMnr    xonuiiyyiicaH,
TaTraji3caH ToxMoiiAon 6anraa 3cex ryiic
6onoH     3oxML+yyrianTblH     6acaryynnarbiH
HopMjir 6MUHe W/

flvrHanT:



2.4. epx 6vxMfi 6aeiryynnaraac 6aTanraa>iq/yncaH 3MMeiH 6vTeerA®xvv"fi cep"®i4i{aT
/3BC/ /Certificate of Pharmaceutical Product /CoPP/

(J]oToo4biH vfinABepMfaH 3M®HA xaMaapaxrvn)

A/A YHenro®HMffi acyyMx YHonr®eHMffi TeMAerJlon

2.4.1

Sic  Hb A3MB-biH ®MMnH 6vT®3rA3xvv"h
iiaHapT   cep"®Mt(aT   oiirox   cxeM   (WHO
Certification   Scheme   on   the   Quality   of
Pharmaceutical      Products      moving      in
international          commerce)-blH          Aaryy
LIIaapq[iaraTaca  6vx  M3Aeenjiimr aryyJicaH
ec®X

2.4.2 Sic-b]H xviMHT3n xyraL|aar 6MilHe VV.

2.4.3
3BC     Hb  xyJi®3H   3eBLIJeeperAceH   ®MMfiH
3oxMnyyiianTbiH     6ahryyiinaraac     an6aH
Scoop 6aTanraa>KcaH 3c®x

2.4.4

3BC-A   aryynaqua)K   6yea   6vx   Map3anen
VffinAB®PJl®IHe®C  MPvvnceH  eM  6VPITVvnox
epre+len  (Application  form)  6oJioH  6ycaA
6vpTranMeiH     6MiMr     6apMMTTafi     ToxMpv
6anraa ec®x

2.4.5

3Bc  A®®px  eMMBIH  vRiiiilioH  6OAMc,  ryH,
xen6op    3®per    Hb    6vpTronMeiH    6apMMT
6MVMrT3ffi   ToxMpii 6afaraa 3c3x

2.4.6

3BC  A33Px vfiJli]83Pn®rvMBIH  Hop,  xaflr Hb
6VPTre"fiH     6apl"T    6MVMrTefi     ToxMpv
6afiraa 3c®x

2.4.7

3BC-A   aryynar/]a)K   6yn   6vx   M3/]oonen
6VPTrvvn®lH      6anryymaraac      Mpvvnc®H
6VTe3rAexvv"n  A®®x,  3arBapTafi  ToxMpv
6aBiraa ec®x.

2.4.8
TyxaDIH    eMMDIH    6vToarA®xyvll    Hb    rapaJl

VvonMeiH      yJicAaa      3ax      3®equ      rapax
3eBuieeDeiiT®n ®c3x

2.4.9

TyxaDIIi 3BC-bir MaHaDI yiicaA ®KcnopTJio"
yricaac LJJyxp  MPVYJIC®H YY?

3MMnH      6vT3®rA3xvv"nr      vnnABepJi®x,
iiML+eH3        ®3eMLLMx,        ®KcnopTiiox        yian
a)i{iouJiaraaLu  Hor®®c A®®uJ  ync  oponL+COH



6oJi           3Hexyv           XapMJiLiaa           XVJl®aH
3eBLLieeper/]exvcaL| 6afiHa yy?

Her®®c   Acou   voinAB®pT   vmABepnanMfiH
npouecc  flBarAcaH  6on  vriunBepMthH  LLJaT
Aaivl}rmara x®PxeH FiBar/]CHblr 6MVH® VV.

vean|]B®pronMm ®ucMfiH AaM>i{iiara xMnceH

yJIcblH         3BC         ®cxvn         MMnopTno"
//]MCTPM6broTep/-MDIH   3BC   ai"nr   xviiseH
3eBu]eepex 80?
JIMueH3                    e3®Mu]Mii"nH                    H®p,
eltcnopTTioHMeiH  H®pMfir 6MVH® w.

2.4.10

Ba KL+M H bi             xy BbA            on o H             yJIcaA
3eBLLleeperAceH                         na6opaTopMeiH
iiMHximrsoHMfi  AyH  6oiioH  ryxafiH  yJicbiH
®px      6vxMfi      6ahryyTuiaraac      oiirocoH
nyBpaJibir  veneenceH  cep"cPMi(aT  3Cxvn
ryxafiH  yiicbiH  epx  6vxMfi  6aearyyiinaraac
OiirocoH      TyyHT®ea      AyeiL+9xyfau      6apMMT
6Mv"caH 6aTaiiraa>KcaH xyBb;

AyrHenT:

2.5 . 3MH3n 3vfaH cyAanraa /2.6.1 -A 3aacHaac 6ycaA epeHXMii H3pLunMBiH ®M 6onoH 3MMfaH

xaTyy 3OxMuyynaiiTTan OpOHA ynJiABepJieIAceH eM®H4 xaMaapaxryca/

rvA YHonroeH Mfa acyyMx vH3nre®HMn TeMA9rTi®n

2.5.1

3MHeJl   3vfiH   eMHex   cyAaJiraaHbi   MeAeenen
/®M  cypraJi,  xop  cyquaii,  I+ovMor  6a  apxar
xopq[ioro, eBepMeL+ xopoH vaHapbiH cyAanraa
LIIaapquara xaHracaH  ®cox /HexeH vpxMxveiH,
XoPT xaBAap wcrox, MyTaL|M wcr®x I.M/

2.5.2

eMHen3vfaH  cyAaliraar  F]ByylicaH  apra,  xyp39
3eBLLJeepelAexvhLL        6anHa        yy.         (GCP,
xj]HaiiTTafi  apra,   irm,   HyyBap  r.M,   X3/|oH  XVH
xaMapcaH 33p"far Tycrax);

2.5.3
eMH®n   3yfaH   aroynryfi   6anAan,   vp   HeJieer
6aTJiax    xoBJier4c®H    ®pAOM    uMi+>KunroeHMfi
erwJin®r,  MLLJ TaTax MaTepMari

AyrH®JIT:



2.6.  3M cyAJiaJibiH vDiJiAen,  aioyiiryfa 6aBiqJibiH M®A®onen

A/F] YH®nroe"Dl acyyMx YHonrooHMDI TeMAorJl®Jl

2.6.1

TvxaBaH  ®M  Hb  MaHafa  viicbiH  3ax  3seiu  aHx
vnaa H®BT3Dv 6afiraa:

o      LIJMH® wiJiun®H 6oAMc
o      LLJMH® x®p3m®x 3aanT
o      LJJMH® ®MMfiH xeii6®p

o      LLJMH3   ®IVNrmr®®HMfi    cTaHAapT,    apra

apraunan
a     vnnvn®H      6OAMcbiH      LLiMH®     HOIAen

/HMBinMen  HanpiiaraTan  eMMfiH xyBbA/
6on

3M  cyquan,  xop cyAnan,  aroynryct 6afuJlbiH
M®A®®nan Hb LLiaap[]+iara xaHracaH ®c®x
/Anb Her/I xaMaapaxryn 6on aiiracHa yy/

2.6.2
3M CyA+lanblH uLJMH}KJi3x yxaaHbi cyAanraaHbl
x®Bii®[Ac®H   MaTepMaii,   ®x  cypBaiix  6aeiraa
6on 6MilH® W.

2.6.3
3MMfiH xopoH vaHapblH cyAaiiraaHbi   TaJiaap
MPvvnceH       MeA3en®n       (uoiiMor,        apxar,
eBepMeu  xopT Henee)

2.6.4 3MMcaH    ryHr    xeTpvynex  veA  un®pu    6onox
XoPAliorbiH  LUMHx TeMAor,  aBax apra x®M>K®®

2.6.5 3M  -  ®MMeiH  xaprmL+aH  HeneermMnH  TaTiaap
AvrH®JIT 6MUHO w.

2.6.6 eM - xvHc"fi xapunLiaH Heneeiii"nH Taiiaap
AvrHeJIT 6MVH® w.

2.6.7

AHaraaxbiH  LIJihi+>Kii®x  YxaaHbl  OnoH  YncbiH
6anryynnarbiH      3eBneneec     /Council     for
International      Organizations      of      Medical
Sciences/  TOAopxoincoH  aroynMi  6afu[lblH
Taiiaapx LLiMH®ilMiiceH Man®On®ii 6anraa ®cex

flYrHenT:

2.7.       3MMfaH   raxHeiiee

JVA YHanr®®HMti acyyMx YHenro®H Mffi  T®MA®rJIOJl

2.7.1
MJi®pr 6on3ouryfi ra)K HeneeHMn Man®en®n



2.7.2

onoH     yncbiH     ynncana     ®MMfiH    xflHaiiTbiH
TeBMfiH cepeM)i{JivvJi3rT oPcoH 3cex

AyrH®nT:

2.8.      eM"nr®e oHounorooHbi 3aaBap, y4MPAaM)I(MA opcoH ®cex;

IVA vHanr®9HMn acyyMx YHonrcoHMBI T®MA®rJlen

2.8.1
vHAOc"n   3acanuryfi   LLlaappraraTaia   OMMnH
xarcaaiiTaA opcoH 3cex

2.8.2
/]3MB-blH   3anjiuryii   LLiaapq+iaraTari   eMMeiH
3arBap xarcaaliTaA opcoH 3c®x
OpcoH 6on oH, Ayraapbir 6MiiH® w.

2.8.3
MOHroJi      yiicbiH      ®Mvirmr39      oHouunrooHbi

y/]MPAaM)i{, 3aaBapT opcoH 9c®x
flMaD yAMPAaMx, 3aaBapT oDcoH 6o?

2.8.4

onoH        yiicbiH        ®Murmr®®        oHOLi]MilrooHbi

yAMPAaM>i(MA OpcoH ec®x
flMap y/]MPAaMXMA opcoH 6®?
/Man®®nnMeaH      ex      cypBaii>K:       Up-To-Date
nnaTd)OPM,      BPMTaHbl      vHA3cHMfi      JiaBJiax,
MaD"HAeJi iiaErmax r.M/

flyrH®J,T:

2.9.        3MMfaH uouronoliT

rvA YHenr®®HMBi acyyh" YH3iirsoHMBI T®MAorJlen

2.9.1 LIJOLuro  Hb  MaHaDi  yiicbiH  xon6or/lox  xyynb
epx    3viiH    6apMMT    6Mu"faH    Liiaapquarbir
xaHra>K 6anraa oc®x

2.9.2 LJJouroHbl     xaAraJiax     HexuenMnr     MaHafi
yJIcblH    TvroeJi"BiH    CvJ"co"il     npaRTMRT
xep3r"Ii3x 6onoM)itTofi ec®x

2.9.3 eprenl"nH   6apMMT   6Mi"rT   caB,   6ariiaa
6oo/]oii,   LlioLilroH  A®ep  uaapA/laraTaM  6VX
M3A®eneJi opcoH ®c®x

2.9.4 BVTe3r/|®xyvHMnr       oKcnopTonAor       6ycaA
yii ca[]            6aTanca H             6vTco lAexvvH L4 h
M®AeenJ"m epreAen raprarii MpwiiceH 3cex

flvrHenT:



LIJMffiflB®p /coHroHo yy/

o     TyxaDIH ®MMDir yncblH 6vPTranA 6VPTrox

o    TyxaffiH OMMDlr yJicblH 6vPTranA 6VPTroxMi

o    TyxaDIH ®MMnr yticbiH 6vpTrenA 6vpTr®x acyyAiibir xoni]-iiyynax caHaiiTafa.

TyxaBIH eMMffiH yiicbiH 6vpTronA 6vpTr®x ec®x TaJiaap caHan 6onoBcpyyiicaH vHAecJionMiir
AOJlr®P3HMi 6MVHe VY.

BvpTronMfiH  LilMHx3OwMfaH  OBor,

EVPTranMtiH  Lui"xoouMBIH rapbiH veer

OrHoo



MAITT -03

yiiAMxiiAiiT eM, yprAMliblH rAPAiiTAn eMMnH EypTr3i"nH
uMHx®3HMPIH flyrHeJiT rAprAx vHenr3eHMn xyyqAc

3.    yiiaM>I{iianT ®M,  ypraMiibiH  rapaiiTan  eMMriH  6vpTrei"nH  6apMMT  6MilMrT  uMHx3eiMMH

AvrH3nT raprax vH®iir®e"ei xyyAac

I      floTOoAblH vnJIAB®pMBiH yJiaMx{JianT eMMiiH  UMH® 6vpTren

I      floTooAbiH vfa"BepMnH ypraMiibiH rapamara oMMnH uMH® 6vpTr®n

MMnopTblH yliaM}KJianT eMMfiH  LLJMHe 6vPTren

MMnopTbiH ypraMiibiH rapanTan eMMnH  uMH3 6vpTr3n

3.3 EpeHXMn MeA®enen

4/A YHanr®®"Dl acyyMx YHanr®9HMDI TeMA®rJi®n

3.1.1 L|axMM cMCTeMMBIH Ayraap

3.1.2 An6aH xvconTbiH orHoo, Ayraap

3.1.3 BypTronMnH  LLIMH>KcevMcaH  OBor,  Hop

3.1.4
BvpTr®"hH    6apMMT    6Mu"nr    xvneex
aBcaH OrHOO

3.1.5
BvpTr3"nH      6apMMT      6MUMr      HeMenT
MaTepMan LliaapAcaH orHoo

3.1.6
BVPTrvvnerv        6anryynnara         H3MenT
MaTepMan 6VP®H xvneeJiroH erceH orHoo

3.1.7
BvpTronMfiH     6apMMT     6MVMTT     AyrHeJiT
rapra)K, Xvn®onroH erceH orHoo

3.1.8
EvpT[-\/vJieH  6anryyniiarbiH  Hop,  rycrafi
3eBLLieepj"nH xyvMHT®ea xyraL+aa

3.1.9
3MMflH oiioH yiicbiH Hop

(ynaM)KriailT OivMiiH  HOP)



3.1.10 3MMnH xy4an/]aaHbi H®p
3.1.11 TyH xeMx®o
3.1.12 3MMcaH xan6®p

3.1.13 CaEmanTbiH xeMx®®
3.1.14 VliiAB®pn®ri"eaH Hop
3.1.15 rapan vvonihBiH ytic
3.1.16 3MMfiH eMVMnrso"fi 6vJl®r
3.1.17 3MMDIH olirox HoxL`eii

3.1.18 ATC I(oA

3.2 Byca/I yiicap 3eBLL]eeperAceH 6ariAan

rvA YH®nre®"Bi acyyMx YH®Jlr®oHMDI  T3MAerJl®n

3.2,1
TyxafiH   3ivMBiH   6ycaA   yncaA   6vpTrer/]ceH
6afuan.
/BVDTrel/]ceH ylicbiH H®pMnr 6MVHo w./

3.2.2

TyxafaH   3MMfir  J]3MB-aac   c3poM)l{rivvncoH
®MMBiH xarcaaiiTap opcoH 3cex
rytic  6onoH  3oxMHyyiianTbiH  6anryymarbiH
H9pMnr 6MiiH® w./

3.2.3

TyxaBIH   eMMBIr   6ycaA   yncbiH   3ax   3coJie®c
3pl[\/vneH   TaTcaH   yiic   6anraa   ®c3x   rync
6OnoH        3OxML+yyiialiTbiH         6anryyliiiarbiH
H®pMnr 6MVH® vv./

AvrHanT:

3.3 YnnAB®pn3H ylica[] 3eBueeperAceH 6aeiAan

A/J] YH®Tir®®HMfi  acyyMx YHenr®e" Bi T®MAorJien

3.3.1

TyxaDIH     ®MMflH     6vT®®rA®x\/vH     Hb     rapan

yyonMnH  yiicbiH  Sax  3e®n/I  3-aac  AOOLilryn
xMti         xo po rii ecg H         ecex         (AOTooAbi H
yniiAB3pMeiH 3M3H/I xaMaapaxryfi)

3.3.2

3px  6vxMfa  6anryynnaraac  vinABeprer"A
onrocoH        xvuMH        TeroJiAep        GMP-MDiH
ropiiunro9T3n   3c®x,    3cxyTi   ryxaBiH   yTicbiH
3MMnH          3OxMnyynaiiTblH          ®px         6yxMfi
6afiryynnaraac           oiirocoH           GM P-T®h
Avnuexvfiu         6api"T         6MV Mr.         /GM P
ropvMlirso"ei   Ayraap,   xvilMHTen   xyraLiaa,
®MMnH         3OxMLiyyiianTbiH         6aearyynnarblH
H®piitir      6MUHO      yy/      onoTOOAbiH       ®MihnH

veinAB®p 6on Tycrari 3eBLLieeDen r®piMnree)

3.3.3
GMP-biH   r@p"nrso"fa   xaMpax   xvpe®   Hb
TyxanH   ®MMiiH   xyBbA  ToxMpv   6actraa   3cex



oAOTOOAbiH                   yniiABOpMeaH                   ®M®VA
xaMaaDaxrvh)

3.3.4
ynunB®piien   FiBar/]a>K   6aearaa   yiaTIAB9pMnH
6anpblH Hep, xafl"nr 6MVH® vy.

3.3.5

MOHroJi   yJicaA   aHx   yAaa    eM   6VPTryvll>K
6ahraa  vctJiABepr®H  6on  vBinAB®pJi®r"nH
raHlmuyymara             A®®Px             M®Ao®nen
xaHraniTan   ®c®x.   yBitiAB®pn®"   xan®H   OHA
6afiryynalAcaH ,              uaHapbiH             6ycaA
repiMJire3HyvIMfaH      Mansoiion,      GMp-MfiH
ropiiMiiroor  aHx  x®/]eH   OHA  aBcaH   rex  MeT
M3Aeenni^ctr 6MVH® w.

3.3.6
YflJiA B® pJi eii           yJi cna a           6vpTro race H
6vpTrenMraH      r®pi"iir®®"Dl     xyyn6ap     Hb
LLiaap+]iiara xaHra>K 6yn 9cex.

3.3.7

BVPTrwJl a "         6on o H         vcaJiAB a pn a "T® DI
6anryyncaH  repe®VA  ®MMnH  vaHap  aroynMa
6ahaJibir       xapMyL+ax       Tanbir       To[]opxofi
TycracaH ®c®x.

AyrHOJIT:

3.4. 3px 6vxMn 6ariryynnaraac 6aTanraa)Iq/yncaH eMMnH 6vTe3rA3xvvHMch cep"®MKaT
/3BC/ /Certificate of Pharmaceutical Product /CoPP/

(J]OTOOAblH ycaiiABOpMfiH  ®M®HA xaMaapaxryja)

4/4 vHoiir®®HM n acyyMx YH®iir3®HMfi TeMA3rJi3Ji

3.4.1

3BC  Hb A3ME-biH  oMMfiH 6vTsolAexyv"fa
vaHapT   cep"®MKaT   oJirox   cxeM   (V\/HO
Certification   Scheme   on   the   Quality   of
Pharmaceutical      Products      moving      in
international          commerce)-blH          Aaryy
LJJaapquaraTafi  6vx  MaA3ani"car  aryyncaH
®C®X.

3.4.2 3BC-biH xvilrmT®DI xyraLraar 6mH® VV.

3.4.3

3BC   Hb   xviiceH   3eBLLleepe[/]ceH   3MMfiH
3OxMLryyliaiiTbiH      6afaryyiinaraac      aTi6aH
Scoop   6aTaiiraa>ttcaH    oc®x.    ecxyn    ®px
6vxMfi   6afii-yynnaraac   oiirocoH   3BC-Tan
4viaLi®xvnLi 6apMMT 6M"r MpwiiceH ®c®x.



3.4.4

3EC-A   aryyJiarAa}K   6yti    6vx    M®AseJi®n
VtiJIABepne"e®C  MPvvnc®H  ®M  6VPTrvvJl®X
epreAeil  (Application  form)  6onoH  6ycaA
6ypTranMnH     6apMMT     6M"ne6i     ToxMpil
6afiraa ®c®x

3.4.5

3ivMeiH      yniiiiii®Til      6OAMc,      ryH,      ®MMnH
x3n6®p    33p®r    Hb    6vpTroi"m    6apl"T
6MVMrT®fi   ToxMpv 6anraa ®cox

3.4.6
VnThB®preHMhH  H®p,  xaflr Hb  6ypTTenl^fiH
6api"T 6MiiMrT3fi ToxMpr 6afiraa oc®x

3.4.7

BvpTrenMfiH   MaTepMa]iA   aryyiiarAax  6yfa
6vx MeAconan 6vpTrwJioH 6aDiryymaraac
M PVVJI ceH            6VT®®rAexvv" ffi            Aeax,
3arBapTan TOxMpr 6acaraa ®c®x.

3.4.8
TyxactH    eMMnH    6vTsorAexvyH    Hb    rapan
YYCJ"nH      yJicAaa      3ex      3eeii(I      rapax
3eBueepenT®n ®c®x

AYrH3nT

3.5 XeporJiox 3aaBap

A/A YHanrco"Bi acyyMx YHenre®"Di TOM/]®rJioJi

3.5.1

eMMDiH      xoperii®x      3aaBpbiH      Opuyylira
/6oiioBcpyynanT/       LLlaapAJlara       xaHra)I(
6aeaHa yy?
Yrvn 6on 3acBaDblH caHaiibir 6MVHe w?

3.5.2
eMMfaH  onrox  Hexuen  LLlaapAiiara  xaHra)K
6aeaHa yy?

3.5.3

3MMiiH uloLJJroH A®®px MeAsonen xeporJi®x
3aaBapTaca  TOxMpv  6aearaa  3c®x  /Hop,  ryH
x®Mx®e,     xen6®p,    vinB®prer"fiH    Hop,
xoporliox  apra,   oJirox  HexueJi,  xaAraJiax
HexueJi rex Met/

3.5.4
MOHroil yiicbiH ®Miirmroa oHouuMlirooHbi

yAMPAaM}K, 3aaBapT opcoH ec3x
flMap yAMPAaM}K, 3aaBapT opcoH 69?

3.5.5

oiioH     yiicbiH     ®MilMJireo     OHOLi]rmrooHbi

yAMPAaM>KMA opcoH 3c3x
flivlap yAMp/]aMXMA opcoH 63?
/ManoennMnH    ex   cypBanx:    Up-To-Date
nnaT®opM,   BPMTaHbi   vVAOC"ii   naBJlax,
Map"HAen naBnax I.M/

3.5.6
X®pom®x 3aaBap Ae3px Man®anen Hb 3M,
®MHen"faH  x®peronMfiH  Tyxafa  xyynMBiH  25



Ayraap 3vfiJ"eiH 25.2 Aaxb 3aanibir xaHra>i{
6afaraa 3c3x

3.5.7

x®p® max              3aa Bpbi H               O puyyli ra ,
6onoBcpyynaiiT        LIIaapquara        xaHra}K
6anraa 3cex
(LJJaapquara       xaHraaMi       rex       v3c®H
TOxMoii/]OnA        3MMeaH        3aaBapT        FiMap
eepuneJiT     opyyTiax     Tanaap     caHaiiaa
vHA®onenMfiH xaMT 6MVH® vv)

AYrH®nT

3.6.  3xn®n MaTepMaJlblH vaHapblH V3VVJl9JIT

4/A YHenro®"Di acyyMx vHenr®®HM n T®MA®rti®n

3.6.1
Hanpiiaran       OpcOH       ®MMnH       yniiiineH
6oAMCooC       oJloH       yrlcaA       x®pomexMBlr
xopMrliocoH 6oAMc 6anraa 3c3x.

3.6.2

yiiaM>KiianT 9MMnH Hanprarap OpcOH 3apL"
®MMnH     yniiiliiorii    6OAMcyyAblH     HOMXTron
xMfar/]ceH  6ahaaJi,  vp  AVH"nH  v3vvJi®JiT@A
AvrH®JIT erHe VV.

3.6.3

BvpTrenMnH        epreAeii        Aeepx        3MMeaH
vchnun3rv  6oAMCMeiH   Hop,   vnnAB®pn®r"hH
Hop,     xaF]r     6vpTroi"caH     6ycaA    6apL"T
6MVMTT®n TOxMDH  6yn  ®c®x.

3.6.4

3MMnH      HaeapnaraA     OpcOH      6vx     eMMciH

vnnun®H     6oAMc     rapan     vvcon     6oiioH
uMH>ianJirsoHMn   6MVMr   LLiaapA+iara   xaHra}K
6afiraa 3c®x.

3.6.5

3MMfiH      HanpiiaraA     opcoH      6vx     3MMBiH

yrinun9ii   6OAMCMnH   LLMHXMiir®3HMn   6MiMr
(Certificates      of      Analysis)      LiJaapfl+iara
xaHracaH 3c®x.

3.6.6

3MMnH      HanpliaraA     OpcOH      6yx     3MMeaH

ynJiilJi®H  604McbiH  xyHA  MeTaTiiibiH  xOTibL+,
aloynrycaH       v3vvJi®n"nr       TOAOpxoctncoH
6ainaJi4 vHenr®® erHe vv.

flvrHenT:



3.7. 3MMfiH opLi,  HaBlpnara Aaxb HaHapbiH v3vvJieJiT, yJiaM)I{JiaJiT ®MMBiH xopbiH ex cypBa"

A/A YHenrse"Di acyyMx YHenroeHMDI T®MAerJIOJi

3.7.1

ynaM>KiiaiiT aHaraax yxaaHbl Ox cypBaJixng
yHAeon®H  3MMeaH  xopbir  TorTOOcOH  3c®xaA
vHeJlr®e   erHe   vv.   xopbiH    ®x   cypBanbiH
H®pMfar 6MVH® w.

3.7.2
eL+cMfiH     6yT®elA3xyyVA    ynnAB3pn9I"nH
xMfic®H   Li"H)I(rmrceHMh   6M"r   LLlaapAJiara
xaHracaH ®c®x.

3.7.3
A>tcnbiH   an6aTan   r®pcoTon   MTroM>Kii®rAc®H
rla6OpaTOpMA          xMcac®H          LLiMHXMliro®HMn

AvrHenT LJJaapA+iara xaHracaH ecex.

3.7.4
3ucMeiH     6vT03r/]®xvyHMca     LIIMH"riroe"h
apra,   apraiiiiaii   Hb   iiaHapblH   LLlaapq/iara
xaHrax 6vn 9c®x.

3.7.5
TyxanH   eMMRH   yinAB®prianMraH   npouecc,
vnJi    a>KrmnaraaHbi    cxeM    3eB    3yparAcaH
3c®xan yHonroe vv.

flvrHeiiT:

3.8  Tyonax 6oAMcbiH HaHapblH V3VVJlem

A/A yHanro®HMn acyyMx vHenreeHMn T®M/]®riieii

3.8.1
Tyonax  6oAMc  6vpT  xMiac®H  na6opaTopMnH
LLMH"iirsoHMfi    AyrH®TiT,    yinqB®pii®r"caH
Mane®n®n TOxMpii 6yn ecex

3.8.2
OnoH      yiica/I      x®perii®xMfar      xopMriiocoH
6yAaH,    ToiTBop}KyyJiaH    6oAMc   aryyJicaH
3C®X

flyrHeJIT:

3.9 AHXAaH, xoepAorv caBnanT

AID YHonrooHMR acyyMx YHenr®eHMfi TeMA®mon

3.9.1 AHXAa ii           ca Em aliTbl H           M aTe pM an bl H
llaHapblH   Y3vvnoJiT   LJJaapq|iara   xaHracaH
ec®X

3.9.2 LJJOurononT Hb 3M, ®MH®ii"riH x®p3ronMnH

ryxaca  xyyi"nH  25  Ayraap  3vfai"nH  25.1;
25.3 Aaxb 3aaiiTbir xaHra>K 6aearaa ®c3x



3.9.3 LJJouroH A®®p 3aacaH xaAraLnax HexLienMctr
MaHaei     yncblH     Tyr®en"eiH     cylixe3"ea
npaK"RT xOp®Dit\/yiiex 6OiioM>itToea 3cOx

flvrHenT

3.10 3uCMtiH 6vT®®rA®xvv"fi TorTBopTODl liaHapbiH cyAaJiraa

AID YHonrcoHMDl acyyMx YHenro®HMfl T®MA®rJi®n

3.10.1

3L+CMfiH         6vT33r43Xvv"fi        TorTBoPTOBi
ilaHapblH cyAariraaHbi AVH, TaeinaH:
-    TorTBopTOBi vaHapbiH cyAanraaHbl apra
-    LJJMHXMnro®   xMncoH   nyBpaiiblH   Ayraap,

TOO,  X3MX33
-LLJMH>KMnro®HMn  HexueJi

-LJJMH>Krmro3"n vproiixunc®H xyrauaa
-    YnnAB®Dner"fiH AvrHeiiT

3.10.2

To lTBo pTo fi          I a H a p bi H          cyAaJi raaH bi
MOA®en®n     Hb     6vpTr\/vn3xo®P     eprenen
erceH   TyxafaH   6vT®®rA3xvv"ea   xaAraJiax
HexueJi,  xaAraJiax xyraL+aaTan ToxMpv  6yfi
3C®X

3.10.3
CaHan 6onrocoH xaAranax xyraL+aa 6olioH
xaAranaJiTbiH HexL+"nr xvlio®H 3eBLLJeepex
6OnoMRTon ®c®x

J]YrHenT:

3.113MHon3vnH cyAanraa  (ynaM>icnanT aHaraax yxaaHbi ex cypBanxMA VHA®on®H OMMiaH
xopblr  TorTOOcOH  AOTOOAbiH  yein483pMfiH  yiiaM>KliaiiT  3M,   HaeapnarafL  OpcOH   3MMeiH

vnnilJi®ril 6oAMc Hb ®apMaKonefiA 6anraa AOTooAbiH yeinABepMhH ypraMnblH rapanTaia
®MeH/I xaMaapaxMi)

AID yHanr®eHMca acyyMx vH3nroeHMn TOMA3rii3n

3.11.1 3MH®n 3vfiH eMHex cyAaJiraaHbi  Mene®n®n
/®M CypraJi,  xop cyquali,  uovMor 6a apxar
xopAiioro,      eBepMeL+      xopoH      vaHapbiH
CyAaJlraa      LJJaapA+iara      xaHracaH      ec®x
/HexeH   vp}KMxveiH,    xopT   xaBAap   vvcr3x,
MyTaLM Wcrex r. M/

3.11.2 3MHen3ynH    cyAaiiraar    flByyiicaH    apra,
xvp33 3eBueeperAexveiu 6afiHa yy.  (GCP,
xF]HaiiITaei apra,  Mii,  HyyBap I.M, xen®H XVH
xaMapcaH 3®p"fir rycrax);



3.12      eM cyAnatibiH vtinAon, aroynryca 6amJibiH M®Aeaneii:   (yiiaM>I{naiiT aHaraax yxaaHbi
®X CypBaJIXMA VHA®oneH  9MMDIH Xopblr TolTOocoH AOTooAbiH  yjlJiAB®pMDiH  yJiaMmiaJiT

eM,   HaDlpnaraA  opcoH   ®MMnH  vDiJ"Jl®"  6oAMc  Hb  ¢apMaKoneffiA  6affiraa  AOTooAblH

vfinAB®pMfaH ypraMnbiH rapaiiTafi 3M3HA xaMaapaxryei)

4/A vHenrcoHMra acyyMx YHanr®®"Bi TOMA®rJl®n

3.12.1

TvxanH ®M Hb lviaHafi viicbiH Sax 3een4 aHx
vi]aa HOBT®Dv 6acaraa:

o      LJJMH® x3p®rm®x 3aanT
a     uJMH® ®MvrmrsoHMei cTaunapT, apra

aprallJlan
o     Yfiiiun3"   6oAMcblH   llIMH3   H9rA®Jl

/HMfanMen       HafipnaraTafi       ®MMfiH
XyBbA/ 60Jl

3M     cyA+iaJi,      xop     cyfHaJl,      aroyJIMl
6afu+lblH       M3Aeanan       Hb      LLJaapAiiara
xaHracaH ®c®x
/Anb H®[A xaMaapaxryn 6on aliracHa yy/

3.12.2
3MMriH      xOpOH      iiaHapbiH      cyAaiiraaHbi
Tanaap     MPVVJiceH     M®A®®ri3n     (L|oiiMor,
apxar, eBepMeu  xOpT Heiiee)

3.12.3
3MMnH  ryHr  x®Tpvvnox yea rmepu   6oJiox
xopAJlorb[H     LilMHx    T®MAer,     aBax     apra
X®MX®®

3.12.4
3M     -     ®MMnH     xaprmL+aH     HeneeunMiiH
TaJlaap AvrH3JIT 6INH3 W.

3.12.5
3M   -   xvHc"fi   xapiouL+aH   Heneeiii"nH
TaJiaap Av"anT 6MllHo w.

flYrHenT:

3.13    CaHaii /coHroHo yy/

o    TyxaDiH ®MMtir yncblH 6vPTrenA 6VPTrex

o    TyxaiiH ®"Dlr yJicbiH 6vpTrenA 6VPTr®xTVBi

o    TyxaiiH ®MMDir yJlcblH 6VPTr®Ju 6VPTrex acyyq|lblr xoDiLUJlyyJlax caHarlTail.



TyxafaH eMMnH yiicbiH 6vpTronA 6vpTrox ocox Taiiaap caHaii 6onoBcpyyncaH vHA®one"far
Aenr®p®HryBi  6MUHe VV.

BypTr®"iiH  LLiMHx33ilMriH OBor,

BvpTr®i"nH uMHx3ouMfiH rapbiH veer

OrHoo
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3IVMfflH yffliiiitieril EO+]McbiH EypTr3i"nH i]]MHx33HMjlH
HyrHetiT rAprAx vHenr33HMn xyyqAc

4.  3MMtiH vffi"neH 6oAMcblH 6vpTranMtiH 6apMMT 6MUMr uMHxe3uMffiH AvrHeiiT raprax

VH3nroe"fi xyyAac

4.1  EpeHXMii  M®Ae®Jl®n

A/fl vHenr®®HMn acyyMx YH®nreeHMBI TOMA®rJl®n

4.1.1 L|axi" cMCTeMi^eaH Ayraap

4.1.2 An6aH xvcoJiTbiH orHoo, Ayraap

4.1.3 BVDTrenMeaH  uMHx3®vMnH OBor,  Hep

4.1.4
BvpTr®nMnH 6apMMT 6Mil"Bir xvnsox
aBcaH orHoo

4.1.5
BvpTroi"riH 6apl"T 6i^"r H®MeiiT
MaTepMaJi LLJaap4caH orHoo

4.1.6
BYPTl-Vvn9H 6afiryyJiiiara HeMeliT
MaTepMaJi 6vp®H xvJi®®JireH erceH orHoo

4.1.7
EvpTr3"caH 6ap"T 6MiMrT AvrH3iiT
rapra}K, xvii®enreH erceH OrHOO

4.1.8 3MMnH vfanvn®rv 6o/]McbiH  H®p
4.1.9 xMMMcaH  H®p

4.1.10 CAS-MDIH Ayraap
4.1.11 AHXAaH caBIianTblH xon6®p
4.1,12 veaiuB9pn9ii"nH Hop
4.1,13 "nAB®PJleH yJic

4.1.14
BVPTrvvneH 6achryynJiarblH Hop, rycran
3eBueepJiMMH xv`|MHT®M xyraL+aa

4.2 BycaA yiicaA 3eBLIIeeperAceH 6an/lan

JVA yHenroeHMn acyyMx yH®iir®®H Mfa TeMi]erii3Ii

4.2.1

TyxaeiH   ®MMnH   viniln®H   6oAMc   aryyncaH
HaeapnaraTan               ®MMfir               A3M B-aac
c®p®M}Knvvnc®H   ®MMeiH   xarcaanTaA   OpcOH
®c®x         rync         6OnoH          3OxMLiyynaiiTbiH
6anryynnarblH H®pMnr 6MVHe w./

4.2.2 vnnAB®pn®H      ryxaeaH      OMMiaH      yfanvn®H
6oAMcbir      6ycaA      yncap      ®KcnopTTlocoH



Men®an®n 6anraa 3c3x (3KcnopTjioH yiicblH
H3pMear 6MVH® w)

AYrH®nT:

4.3 YnJiAB9pn3H yncaA 3eBLLieeperAceH 6afi/]aJi

4/A YH®nre®HMBi acyyMx VH®iiro3HMn T®MA®rn3Ji

4.3.1

3px  6vxMn  6anryyJinaraac  vinAB®pJi3riira
onrocoH        xy`+MH        TeroiiAep        GMP-MBIH
rop"nro®Toca   ®c®x,    ®cxyn   ryxanH   yiicblH
eMMnH          3OxMLryyiianTbiH          ®px         6yxMn
6anryynnaraac           onrocoH           GM P-rofi
AviaLi®xvfflLi   6apMMT   6M"r.    /roprMliro®"Bi
Ayraap,         xv"HT3Bi        xyrauaa,         3MMfaH
3oxML+yyiiaiiTbiH        6afiryynnarbiH        HopMBir
6MVH® W/

4.3.2
GMP-biH   ropuMiire®"BI   xaMpax   xvP3®   Hb
ryxanH    eMMeiH    yiini]ii®N    6OAMcbiH    xyBb4
ToxMpv 6anraa ®cex

4.3.3

BvpTrei"caH 6apL"T 6MVMrT aryyiialAa>K 6yBl
6vx   M®Asoji3Ii   vinABOpn®iv®®c   Mpvviic®H
®MMnH vhJ"Ji3H 6o[]Mc 6vpTrwJi®x epreAen
(Application   form)-Teei   6vpTranMeaH   6api"T
6M"IT®n ToxMpu 6anraa ecex

4.3.4 eMMeiH       yniiun®N       6O[]McbiH       /Apl/-MeaH
veiJiAB®pii®r"nH H®p, xafl"nr 6MUH3 w.

4.3.5

YBiJIAB®pn3HMfiH      TaHrmuyynnara      A®3Px
M3A3en3n        xaHrajiTTan        ®cex.        3MMnH
vctnviie"  6OAMcbiH viaJiA83pii®ii x®AeH  our
6anryyJiarAcaH,   GMP-MnH   rop"nr®®r   aHx
xeA®H our aBcaH rex M®T M®A33iii"ctr 6MVH®W.

4.3.6
BYPTrvyJlex                  xvc®JiT                  IAii rsoc3 H
yfaJiAB®pn®He3c     eep     eMMiaH     yniiun9rv
6o/]Mc 6vpTronTen oc®x

4.3.7
Man,   aMbTaH,  ypraMan,   ®pA®c,  6afaranMnH
rapaiiTan 3MMnH vinunoN 6oAMc 6on rapaii
wonMfiH 6apMMT 6MVMIT AvrH®nT eme VV.

flyrH®J,T:



4.4 3MiiDiH vflJiiiJi®ril 6o/]McbiH 6apMMT 6MUMrT AvrHeJiT raprax

AID yHonro®HMfa acyyMx YHanro®"BI TOMA®rJi®n

4.4.1
3MMchH yeinunoH 6OAMcblH  HOp,  xMMMfiH H®p,
TOMbeo, Cass No 6i"He vv.

4.4.2 3MMnH    yinuneiii    6OAMcbiH    XMMM,     ®M3MK
IUMHx ilaHapblr 6MuH® W.

4.4.3 3MMeaH    yeaniinoH    6O/]McbiH    yiiaM>KiialibiH
HolquvvA M3oMepTafi roy?

4.4.4
3MMeiH   vfinvn®Ii   6o/]McbiH   "faneDiq/vn®H
rapraH aBax apra 3aMbiH MeA®®n®JIA VHenroe
erHe VV.

4.4.5

HMnn®ixunTMfiH        F]Buap        vvou        6onox
Aa raJIAax                  6oJi oH                  3aApan bl H
6vTe®rA3xyy"fir TOAopxoeincoH  M3A®an®qu
vHenr®3 erHe VV.

4.4.6
xepeB MaHcyypyyJiax,  c®Trou HeneeT 3MMiiH
vnJiun®iii 6oAMcbiH  6on  HYB-biH  1961,1971
oHbi   KOHBeubiH xarcaaiiia]] OpcOH 3c3x.

AvrH®nT:

4.5.  3MMilH vti"n®H 6oAMcbiH uaHapblH V3VVJl®JITeA AvrH®JIT raprax

AIA YH®nr®®HMii acyyMx YHonre®HMti T3MA®m®n

4.5.1

3MMcaH   ycanuneH   6OAMcbiH   yinAB®pn3rvMnH
u"Hximr®®HMDi        6i"Mr       (Certificates        of
Analysis) LLlaapAiiara xaHracaH ®cox.
(®apMaKoneeiH H3pMnr 6MVH3 vv)

4.5.2

3MMBiH   vnniiii®rv   6oAMcbiH   vfiiiAB®pji®ii"BIH
uMHXMiircoHiica  6M"n  HMDiT  xolibLi  (Opra"K
xonbL+, opraHMK 6Mu xoJlbu VJIA3rA®n yycralll)
TOAopxoeancoH  6afiAali  Lliaapqriara  xaHracaH
®Cex.

4.5.3
3MMfaH    vnnuneH    6OAMcbiH    uMHXMiiroeHMfi
apra,   apraunan  onoH  yiicbiH  ¢apMaKoneha
HMeaL+c®H  ®c9x.

4.5.4
3MMeiH           yfi"Ii9H           6O[]McbiH           TOOHbi
To/]opxofanonT,        aroynrynH        v3Vvn®n"fir
To[]opxonncoH 6an[]aiu AvrHeJiT erHe vv.

4.5.5

A>i{nbiH    aii6aTafi    r®po®Ten    MTroM>KiiorAc3H
na6opaTopMA xMncoH uMH>itunroeHMfi AvrH®JiT
Lilaap/]Iiara   xaHracaH   3cex.    (®apMaKonecaH
HeDMeir 6MilHe w)

4.5.6

3MMBiH       vRiiune"       6oAMcbiH       ToiTBopTODI
iiaHapbiH     cyAanraa     rynL+®TreceH     6ainaJi
MaHafa  yncbiH  I+ar  yypb[H  Hexuoqu  TOxMpcoH
®coxan AvrH®JiT erHe vv.



4.5.7

3MMeiH    vnniineH    6OAMcbiH    caBliaiiT   Aaxb
xa/]raiiax    HexL+en,    xy"HT3ea    xyrauaa    Hb
TorTBopToei iiaHapbiH cyAaJlraaHbl VP AVHrsop
xaHramTTafi 6aTaiiraaxcaH ®c®x,

4.5.8

3MMeiH   viniliiorv   6OAMcbiH   aHXAaH   6OiioH
xoepAorv     caBJiaii"iH    AanroM®n     3yp"fiH
M3A®®nen     6ypTre"faH     6apMMT     6MilMrT3ia
ToxMpv 6yfi 3cx3A AvrHanT erHe w.

4.5.9

BapMMT  6Muro®p   Mpyyiic®H   3MMnH   yinilii®H
6oAMc  9MMBaH   aHrrman   MeH  3c3x3/I  AvrHanT
erHe W.
3MMeaH     vfanun®H     6OAMcblH     u®BepuirmTbiH
3ep"nr 6MilHO w.

flvrH®nT:

4.6  CaHaii /coHroHo yy/

o    TyxatiH ®MMfaH vfaiiun®H 6oAMcbir yiicbiH 6vpTronA 6vpTrex caHanTaBl.

o    TyxaBiH eMMiiH vtiiiun®H 6oAMcblr yncbiH 6vpTrem Aapaax vHAeonene®p 6vpTr®xryca

caHaiiTan,

o    TyxacaH  3MMfiH vniivii®rv  6o[]Mcbir yiicbiH  6vpTr3nA 6vpTrex acyyAiibir xonunyynax

caHanTafi.

TyxanH ®MMfiH vnnvn3H 6oAMcbir yiicbiH 6vpTren4 6vpTr®x 3cex Tanaap caHan
6onoBcpyyncaH vHAeonanMnr A®nr®peHryfi 6MVH® VV.

BvpTrenMnH  LLMHx9evMctH OBor,

BVPTro"BiH  LUMHx33vMfiH  rapblH vc@r

OrHoo
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3pyyn MeH|]MnH H3MenT EyT33rpexyyHMn EypTr3nMnH LIIMHxeeL"nH
nyrH3tiT rAprAx yHeJire3"Pl xyyIAC

MMnopTblH epvvn  MeHAMffiH  H®M®m 6VTeerAexvv"ii  uJMH® 6VPTr®Jl

I      AOTOOAblH epvvn MemMiiH HOMenT 6vT®erAexvv"Bi uMHe 6ypTr®n

5.1  EpeHXMti  MOAe®Jien:

prA YHenr®oHMffi acyyMx YHanroo"BI T®MAoman

5.1.1 I+axMM cMCTeMMeiH Ayraap

5.1.2 BypTronMnH  LLIMH>KsOuMnH  OBor,  Hop

5.1.3 BvpTrenMnH     6apMMT     6Mv"ctr     xvn33x
aBcaH orHoo

5.1.4 BvpTrenMeiH      6apt"T     6M"rT     HeManT
MaTepMaii illaapAcaH orHoo

5.1.5 EVPTrvvn eH         6a n ryynn ara         H ®M onT
MaTepMall 6vP®H xvn®OIir®H erceH orHoo

5.1.6 BVPTrenMfiH     6ap"T     6MiMrT     +]vrH®IiT
rapra>l{, xvll®®iir®H erceH orHoo

5.1.7 e pvvn          M SHAM n H          6vTeelA3xvv" h
XyAaJIAaaHbi Hop

5.1.8 TyH, x®Mxee
5.1.9 Xan63P
5.1.10 caBnanTbiH x®M>itee
5.1.11 VInAB®piier"eaH Hop
5.1.12 JIMLreH3 333MLilMr"nH  Hop
5.1.13 rapan vvonihcaH yiic
5.1.14 EYPTrvvn®H 6anryyiinarbiH Hop
5.1.15 3Pvvn M®HAMnH 6vT®OrA3xvv"n aHrirman



5.2 YDlnAB®pneH 6onoH iiMiieH3 ®3®M"H ryxaffiH yJicaA 3eBUJeeperAceH 6aBiAaJl:

4/A vHenre®HMn acyyMx YHonr®®HMDi  T®MA®man

.5.2.1

TyxaraH  6vTcorA®xyy"Di liMLieH3 ®3®Mi]]Miii
6oJi o H           vnJiAB®pn ® r" fi H           Tall a a px
M®A®onan,  vtiiiAB®pneHT®n xMiic®H rop®®

5.2.2

TyxafiH          3pvvJi          M®HAi4nH          H®M®nT
6VToelA®xvyHMfi  6ycap yJicaA 6vpTroi/]ceH
®Cxvn 3eBLLieepen aBcaH 6ahAaii.

/BVPTrerAceH    ®CxvH    3eBLueepeil    aBcaH

yiicbiH  HopMBir 6MVHe YY/

/AOTOOAbiH   vinAB®pMBiH    3pvvn    M3VAMffiH

H®M®nT 6vT®orA3x\/VVA xaMaapaxryn/

5.2.3

TyxaBiH          3Pvvn          MOHAMBIH          HeMenT
6YT®®rA®XVV"fl    ®KcnopTbiH    3eBLueepeii,
ecBoii HeiieeTeBa xyAaiiAax ®pxT3far HOTtiox
6apMMT    6i"Mr.    /floTOOAbiH    vDiiiAB®pMraH
3pvvn                M SHAM fa H                6VT®®rA®XVVVA
xaMaapaxrvw

5.2.4
TyxanH    6vTeerA®xvv"h  vfan]]B®pn®rvMfiH
iaiiaapx   TaHunLiyynra,    M®4eon®n   (GMP
®cxvn lso, HACCP rop"nro3)

flvrHenT:

5.3. Xepem®x 3aaBap, ®pvvJi  M®HAMfaH H®MeJiT 6vT®®rA®xvv"n aHrMJiaJi:

4/fl YHenr®®"Di acyyMx vH®nr®OHMn TeMAem®Ji

5.3.1
TyxatiH           ®Pvvn           M®HAMflH           HeM®JiT
6VT®elAexvy" CI             F] M a p             a H rLrm aJiA
xaMaap[]ar 6onoxbir 6MVH3.

5.3.2

Xe pe riiex              3aa B p bi H              opuyyii ra ,
6onoBcpyyJianT        uaap/inara        xaHra}K
6aMraa 3cox
(LJJaapA+iara        xaHraaryfa        rex       v3c®H
TOxMoiiAoliA        ®MMnH        3aaBapT        FiMap
eepvJieJiT     opyyJiax     TaJiaap     caHaJiaa
vHA3onanMfiH xaMT 6MUH9 w)

5.3.3
3M,  ®MH®n"eiH  xOp®ronMnH  ryxan  xyynbA
3aacaH M®A®annMnr 6vpeH aryyjicaH ®c®x

5.3.4

LJJOLLiroH []®3Px M3Ae®n3n viinA83Pn9Heec
MpvvJlceH    xepertiex    3aaBapTan    TOxiipu
6araraa  ®c®x,  /X3p®mex  3aaliT,  xopMriiox
3aaiiT, TyH, xen63p, aHxaapyynra/

5.3.5
TyxaeaH          3pyyn          M3HAMiaH          H9MonT
6vT®3rA3xvv"n       HafipnaraHA       WADA



(World  Antu   Doping  Agency)  xopMrTiocoH
6oj]Mc, xopMOTOBI 6Mi"n 6MeT,   GMO opcoH
®Cex

AyrH®nT:

5.4 YH4ceH vffi"n3H 6onoH ryonax 6o4McbiH ilaHapblH v3yvJieJiT:

A/A YHenr®oHiriDI acyyMx YH3nr®oHMBI T®MAeriien

5.4.1

Ynnun®"  6oAMc  6onoH  ryonax  6oAMcbiH
OPL+,  HaBlpnara,  x3Mx3®r  6MVH3  VV.  3Pvvn
MeHAMnH  HeM®IiT  6yT33rA3xyy"ea  ryonax
6oAM cbl H          x® Mxee          oJi o H          yn cap
3eBiJJeeperAex x®M)i{eeHA 6aDiraa ®c®x

5.4.2
ypraMribiH       rapanTari      6vTsorA3xw"ca
XyBbA  ypraMJibiH  H®pMhr iia"H  H®puii®3p
6MVC®H  ®C®X.

5.4.3 Hacapiiara Aaxb ypraMiiblH ulMHx ilaHaD

5.4.4

onoH     ylican     xop®m®xMffir     xopMrTiocoH
vHAc®H   vDinun®H   6oiioH   ryonax   6oAMc,
ypraMan 6ahraa ®cox.
VVHO (\^forld Health Organization -A3MB),
FAO/Vvllo             Codex            Alimentarius
Commission,   WADA   (World   Anti-Doping
Agency),   EFSA   (European   Food   Safety
Authority)

5.4.5 Jla6opaTopMfiH   LIIMHXMnrooun   xaMpyyiiax
Lilaap/I+iaraTan 3c3x /vHAeon®ii , Tain6ap/

AYrHenT:

5.5. 3pvvn MeHAMnH H3MeJiT 6vT33rA3xvv"ea vfinA83pn®n

A/J] YHanr®eHMti acyyMx YHanro®"BI T®MA®rJl®Jl

5.5.1
3 Pvvn             M® HAM fi H            6vTaer/]3xvv" n
vnJiAB®pnen   flBa[Aa>K  6aeiraa  veaiiAB®pMeaH
HOD,  xaflr

5.5.2
rep33T  wiTiA83p   6On   ryxaeaH   yniiA83pMctH
H®P'  Xaflr

5.5.3
3px  6vxMfi  6anryyiiJiaraac  via/]83pJi3rvVA
oJirocoH  xvvMH  TereJiAep  GMP  3cxvn  ISO
ropiMiir®o"fa 4yraap, x\/`"HT®ct ®c®x



5.5.4

3 pvvn              Me HAM Ja H              6vT®3r/]®xvvH M n

yfan|]B®pn en M n H            3OxM CTo n           Aaq/I bi H
ropvlunr®®    /GMP/-HMfa    xaMpax    xvp®®    Hb

ryxanH    3pvvn    M®HAMhH    6vTe3143xvvHMh
xyBbA ToxMpv 6anraa 3cox

5.5.5

YnJIAB®pnenMnH  vein  a"iiJiaraaHA  H®r®®c

A®eu vianABepneH opoTiLicoH 6on rye 6vpA
Hb    xv`"H    TereJiAep    GMP,    lso    ecxvn
TWHT®ca Avtiu®xvL| ropiilmro® MpvvnceH ®c®x

AvrHenT:

5.6.  3pvvn  M®HAMnH  H®M®nT 6vTe®rA®xvv"fi vfinA3n,  aroynryfi 6acaAiiblH M3Ae®ii3n

rvA vH®nro®HMn acyyMx YHeiir®®"ii TOMAerJl®Jl

5.6.1

TyxanH  6vT33rA®xvy"n  aroynryfi  6afa/I+ibiH
Tariaap rapracaH M®+]een3Ji 6afiraa 3cox
/Map®en"BiH     3x     cypBanx:    AHaraaxbiH
LilMH>Kii®x yxaaHbl OnoH yiicbiH 6aearyyniiara
/Council  for  International   Organizations  of
Medical Sciences r.M/

5.6.2

TyxanH    9pvvn    MeHAMBIH   6vTcorA®xw"n
3eBiieceH ryHraac x®Tpvviix 6Oiioxryei flMap
H®roH   ra>K  Heiiee   Mii®pB®n   ®MiMA  xaHAa>K
x®p®mex®e 3orcooxblr 3eBnex 6anHa roceH
aHxaapyylira,  caHaM>KTaei ec®x

5.6.3
TyxacIH    ®pvvn    M®HAMnH    6vTe®rA®XVVH    -
3PYvn  MOLIAMjiH  6VT®®rAexyvHMfi  xapMJiLiaH
Heneeiii"MH Tanaapx ManooiieJi

5.6.4
TyxanH           3pyyn           M®HAMcaH           H9MenT
6VTeerA3Xvy"fi - Xoon, xvHc"fi xapMnLiaH
HeiieermMfiH TanaaDx MOA®®non

5.6.5 Mn®pil 6on3ourvn rax HeTieeHMh MeA3enen

AvrHenT:

5.7. 3Pvvn M3H/]MiaH H3M3JiT 6vT33rA3xvv"fi aHXAaH, xoepAOH caBlianT

rvJ] YHanr®®HMti acyyMx YH®nro®"BI T®MA®rJl®n

5.7.1
uJOurononT Hb 3M, ®MH®n"eiH x®p®ronMeiH

ryxaca  xyyiibA  3aacaH  MOAaermMnr  6vp3H
aryyJicaH ec®x.



5.7.2

LJJOLLlroH  Ae®p  3aacaH  xaAranax  HexL+I"nr
MaHafa     yncbiH     Tyroen"faH     cyii>K3®"n
npaK"KT x®p®DK\/yiiox 6OnoM>itToei ec®x

5.7.3

BvpTreni4riH      6apMMT     6MiMTT     caBnaiiT,
xaF][iianT,     LiloLlirblH    Lilaap4riaraTan    6VX
M3A®on®n 6aeiraa ecox
OnoH    yiicbiH    6anryymara:    /FAO/WHO
Codex Alimentarius Commission rex MeT

AyrH®JIT

LIJlnDIABop /coHroHo yy/

o    TyxaDiH 6vTe3r/]®xvy"far yncbiH 6vpTronA 6vpTr®x
o    TyxacaH 6vT®®rAexvv"BIr yJicbiH 6vpTr®nA 6vpTr®xryffi
o    TyxaffiH  6vT®erAexvy"ffir  yJlcblH  6vpTranA  6vpTrex  acyyAiibir  xocaunyyJiax

caHaJiTati.

TyxacaH  3Pvvn  M®HAMiiH  H®M®JiT  6vT®®rA®xvv"ffir  yJlcbiH  6vpTrenA  6vpTrox  ocox TaJiaap
caHan 6onoBcpyyncaH vHA®ononMcar Aenr®peHryn 6MVH3 vV.

EypTrenMnH  uMHx®®vMnH OBor,

BvpTronMiiH IiiMHxe®i"nH rapblH veer

OrHoo
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iiAEOpATOpMnH OHOLi]MiirooHbi x3percTMnH EypTrenMjlH
Li"HxeeiMnH HyrHeliT rAprAx yHeJireeHMn xyyIAc

6.1  EpeHXMti  M®Aoonan:

A/A YH®nroeHMfi acyyMx yHenroeHMn T®MA®rJi®Ji

6.1.1 L+ax" cMCTeMMnH Ayraap

6.1.2 BypTranMBaH  LLiMH>KsOvMjaH  OBor,  H®p

6.1.3
BvpTr®"eiH 6apMMT 6Mu"fir xvn®ex aBcaH
OrHOO

6.1.4
BvpTro"eiH 6apl"T 6MVMrT H3M3nT MaTepMan
LJJaapAcaH orHoo

6.1.5
BVPTrvvJle" 6ahryynnara HeMenT MaTepMan
6YP3H XVJle3JlreH erceH orHoo

6.1.6
BvPTr3"nH 6api"T 6M"rT AvrH®JiT rapra}K,
XVJl®anroH erceH orHoo

6.1.7 BVPTryvneH 6aeiryynnarblH eprenen

6.1.8
BVPTrvvJi®N 6anryyJiJiarblH Hop, xaflr, rycran
3eBLlieepen, xv`iMHTen xyrauaa

6.1.9
Jla6OpaTOpMnH OHOLlilonrooHbi xOp®ronMnH

onoH ylicbiH HepLJ"Ji

6.1.10
Jla6OpaTOpMnH  OHOLLiionrooHbi xep®ronMnH

XyAaJIAaaHb[ Hop

6.1.11
Jla6opaTopMnH oHOLLlrmrooHbl x®p®ronMfiH

KaTano"fiH Ayraap
6.1.12 LJJMH>itunro®HMn  aprblH 3apiMM

6.1.13
Jla6OpaTOpMeiH OHOLilunrooHbi x®poron MjiH

xan6®p,  I+oMor,  caBJianT,  6yp3nAxyvH, X®MX®®

6.1.14
VeinAB®pri®r"fiH yiic,  KOMnaHM, TOBv

TaHunuyyJlra



5.2 BycaA yiicap 3eBLLleeperAceH 6anAan:

A/A YHenree"DI acyyMx YHonre®HMfi TeMA3rm3n

6.2.1

TyxaciH             na6opaTopMfiH             oHOLLiunrooHbl
x®p®ronMnH 6ycaA yncaA 6vpTror/]ceH 6ahaan.
rync     6OnoH     3OxMLryynanTbiH     6atiryyiiiiarbiH
HopMfir 6MllH® YY./

/Jlox-MnH  AvrH®JiT3A  uMHx®3ii   LLJaaRAJiaraTan
rex v3B®n  6ypTrvvJi3N  6afaryynnaraac  3aaBan
MPWJIH®/

6.2.2

TyxaBIH             fia6opaTopMnH             oHoil]rmrooHbi
xep®rci"ctr  6vpTrox®9c  TaTraii3caH  6onoH  Sax
3coiisoc ®prvvli®H TaTcaH yiic 6anraa ®c®x rync
6onoH   3oxMLiyyiianTbiH   6acaryyiinarblH   H®pMeir
6MVH® W./

AvrHenT:

6.3 X®permex 3aaBap,  LL"HXMnr®eHMn TepenA cyypMncaH aHrMiiaii:

4/A YHenreeHMfa acyyMx YHanreeHMti TeMAarJlen

6.3.1

X®p®m®x  3aaBpbiH  opuyytira,  6oiioBcpyynaiiT
Lliaapq+iara xaHra>i{ 6anraa ®c3x
(LJJaapA+iara xaHraaryn  rex v3c®H ToxMOJiAOJiA
®MMeaH     3aaBapT     FIMap     eepiineiiT     Opyyjiax
Taiiaap caHaiiaa vun®OnonMnH xaMT 6MiiH® w)

6.3.2 LJJMH>KMiire®HMn Tepequ cyypMncaH aHrirmali

6.3.3
Jla6opaTopMffiH       oHOLUMlirooHbi       xop®ronMnH
T3®Bepnex, xaAra]iax, xep3riiex HexL+eii

6.3.4
onoH yJica+I 6OnoH yVA®cHMn x3M>K93H[]
XvneeH 3eBLJJeeperAceH apra   MeH 3c®x

flvrHenT:

6.4    3px    6vxMBI    6ailryyJ"araac    6aTanraa}iq/yJicaH         Jia6opaTopMflH    oHou]MiirooHbi
x®p3ronMnH cep"®MKaT:

A/A vH3nr®®HMca acyyMx YH®ilr®®"Bi T®MA®rJl®Jl

6.4.1

A3M B-blH                I n-Vltro                oHOLUMJirooHbi
6vTsorA3xvv"h     LIIaiiryyp     (WHO     list     of
prequalified    ln    vitro    diagnostic    products)
xaHracaH  xarcaaliTaHA  opcoH  OC®X  /oPCoH
6on orHoor 6MVH® w/



6.4.2
Jla6opaTopMfiH     oHOLIIrmrooHbi     x3p®rci"nH
CE-lvD  cep"®Mi(aT,  CFS,  ISO  cep"q)MKaT
3eBLIIeepl"nH   xyiMHTeea xyraL+aa LLlaapquara
xaHrax 6yn ®c®x

6.4.3

Jla6opaTopMctH     oHOLLirmrooHbi     xoporonMfiH
cep"®Mi{aT-A aryyiiarAax 6yn 6vx M®A®enen
yfiJIA83pr®rve3c     Mpvvnc®H     iia6opaTopi4eiH
oHoiiJMJirooHbl x®percon 6vpTry\/Jlex eproAen
(Application  form)  6oJioH  6ycaA  6ypTr®"DIH
6MiiMr 6apMMITan ToxMpr 6afaraa 3c3x

6.4.4

Jla6opaTopMeiH     oHOLilrmrooHbi     x®peronMfiH
Cep"®MKaT A®®px  uoMor,  caianaiiT,  xon6ep,
ryH  3®p®r  Hb  6vpTrenMhH  6api"T  6M"rTon
ToxMpil 6anraa seex

6.4.5

Jla6opaTopMfiH     oHOLLltthrooHbi     x®p3ronMnH
Cep"®MKaT   Ae3px   vinA83pn3r"fiH    Hop,
xaFir   6ypTranMeiH   6apMMT   6MiMrTeel   ToxMpil
6afaraa ®c®x

6.4.6

Jla6OpaTOpMnH     OHOLliunrooHbi     xoperonMnH
cep"®Mi(aTbiH   6vx   MeA®on®Jl   6VPTrvvJIO"
6acaryyiinaraac    MpvvnceH    6VTe®IAexvv"n
Ae3x, 3arBapTaea ToxMpv 6aBiraa 3c3x, 3arBap
rypLLMnTblH       uMHxunr®®/       uaapqiiaraTan
ToxMonAOJiA, A®ox erceH ToXMOJiAOJIA/

6.4.7

TyxafaH          na6opaTopMnH          oHOLilrmrooHbi
x®perc®n        Hb        v»iii]B®pr3ceH        yJicAaa
6Vprr®r/]c®H      6oiioH      Sax      3®onA      rapax
3eBu]eepeiiT®ra ®c®x

6.4.8

TyxanH          na6opaTopMnH          oHOLuirmrooHbi
xep3ronMeaH  cep"¢MKaT  MaHach  yTicap  ilJyy/I
®KcnopTnoiii y]icaac oiirorACOH yy?
Jla6OpaTOpMnH        OHOLLIMiirooHbi        x®p3rcen

vnJiA83pJi3x,   "L+eH3   ee9MLLMx,   3KcnopTiiox
vein a}KrmnaraaHA Her®co A®®Lu yiic opoiiucoH
60n            ®H exvy           xa p Mn uaa            Xvn co H
3eBueeperAexvnL+ 6aBiHa yy?
"Ji|]BOpJio" ,           ®KcnopTiio",           i"LieH3
93®MLUMr"flH  H®pMcar 6MUH® w.

4VrHenT:

6.5 Jla6opaTopMDIH oHoi]]MTirooHbi x®peronMraH vBinAB®pneJi

A/A vHonr3®HMn acyyMx ¥Henr®®HMra TeMA®rii®ii

6.5.1
Jla6opaTopMcaH oHoi]]MlirooHbi xeperceii
veiliABepneili yiic,  vfaiiABepMfaH H®p, xaFir

6.5.2
r®p®®T vfiiiAB®pnen 6ainar 6oii ryxafaH
VMJIABeDMMH  H3p,  xaFir



AyrH®JIT:

6.6 Jla6opaTopMBiH oHOLilMiirooHbi x®p®rcen veiiiAB®pn3"nH vnn aBL+biH 6aTanraa>KMnT

AID YHanr®®HMca acyyMx yHenrsoHMn T®MA®m®ii

6.6.1
Jla6opaToPMfiH oHOLLMlirooHbl x®p®rc®n

vfin[]83pJianM6lH yin flBLrtyiH  LliaT AaM>Kiiara
6vpT iiaHapbiH xflHanT xMfaAor Tyxaca 6apMMT

6.6.2
Jla6OpaTOpMeiH OHOLLIMnrooHbl xeper"nH
epcA®"nH Taiiaapx AvrHeiiT

6.6.3
AroynMi a}KMJiaraaHbi yH®Jlre®, AvrHenT
(SDS)

AYrHenT:

6.7    Vfin/]Bopn®rv®ec   TorToocoH    na6opaTopMnH    oHOLLIMiirooHbl    x®p®rc"faH    vaHapbiH

YgINTrorIT

4/A YHenr®®HMfa acyyMx YHenrco"fl T®MA®man

6.7.1
Jla6OpaTOpMeiH OHOLLIMjirooHbi x3p®ronMfaH
eBepMeL+ vaHap

6.7.2

Jla6OpaTOpMnH  OHOLLIMlirooHbi x®poronMn
MeAP®r llaHap /Mnpvvn®x,   x®MXMX AooA
xfl3raap/

6.7.3 AaBTaJiT ilaHap, 3eB iiaHap

6.7.4
XflHanTbiH  copbublr uJMHXMJIC®H AYH

6.7.5
LLJyraMaH vaHap

6.7.6
LIJMHxunro3un 6ycaA LJJMH>i{JiorA3XVVH
Heneenex 6aeiAan

6.7.7
x®M>Ki"caH H®" AaM>KyynaiiT,  x®M>i{I"nH
epren3ee Tool+ox

6.7.8
MTroM}KJieIAc®H na6opaTopMA xMficoH
II"Hxithre3HMffi AvrH3JIT

flYrHeJiT:



6.8.   Jla6opaTopMfaH   oHou]MiirooHbl   x®peronMffiH   eepillieiiT,   ®MHen3vraH   au   xoii6or/]iiiblH
MeA®eneJi

A/A YHenr®®HMffi acyyMx YHenr®®HMca TeMAeriian

6.8.1

TyxaBIH na6opaTopMffiH oHouMlirooHbi
x®porc®ii Hb MaHaea yncbiH 3ax 33enA:

o    AHx yAaa 6vPTrvyncoH
o     BvpTr®"nH xyraL+aa cyHracaH
eeounenT:
a     Jla6OpaTOpMnH OHOuMnrooHbl

x®peronMMH HaMpiiara
o    X3p3m®x 3aaBap
a     Jla6OpaTOpMeaH OHOuunrooHbl

x3peronMiaH caenam
o     LLJMH3 apra apraiinan
o     LJJouroHbi eepuneJiT
o     BycaA

6.8.2
AHaraax yxaaHbl cyAa.iraaHbi x®Bii3r[ic®H
MaTepi4aii,  ®x cypBaii>i(

6.8.3
Jla6opaTopM hH oHOLLMnrooHbi x®p®ronMnH
3MHen3v6iH av xon6oqu+ibiH Tanaap
MDwnc3H Men®®neii

AYrHenT:

6.9 AHXAarv, xoepAorii caBiiaiiT

rv4 YHanro®HMDl  acyyNDK YHonro®HMfa T®MA®riieii

6.9.1 AHXAaN caBiiaiiTbiH LLloLLlroJioJiT M3A3anen

6.9.2 XoepAorv caBnanTbiH LLloLLiroiionT  M3A®enon

6.9.3

LIJouronom  Hb  xyyilb,  xoii6orAox  epx  3VBIH
6apMMT 6Mii"BIH LLlaapprarblr xaHra>it 6anraa
3c®x     /caBnanT,      xaFiriialiT,     T®MAernore3,
LLJOLlirbiH LLiaapAiiaraTan 6vx M®AsoJlen/

6.9.4
LJJouroH   A®®p   3aacaH   xaAraliax   HexLquMcar
MaHaDi       yiicbiH       Tvro®mMnH       cvnx®®"Dl
npaK"KT xep®T"iiox 6onoM>itTon ®cex

AyrH®JIT:

6.10 rla6opaTopMfiH oHOLLIMiirooHbl x3peronMfiH TorTBopToia vaHapblH cyAanraa

YHeJiro®HMBi  ac YHenroeHihffi To 3rn3J|



6.10.1

TorTBopTOBi           vaHapbiH           cyAanraaHbl
MeA®eJl®n     Hb     6vpTrvvn®xcoP     eproAen
erceH ryxanH 6vTaerA3x\/vHT3fi TOxMpii 6yei
®Cex

6.10.2

TorTBOpTon    vaHapbiH    cyAanraaHbl    AVH,
TainaH:
-    TorTBopTODI uaHapbiH cyAaJiraaHbi apra
-     LJJMHXMnr®®   xMBiceH   nyBpaJiblH   Ayraap,

TOO,  X®MX®O
-LJJMHXMnrco"n HexL+en
-LJJMHXMiirsoHMn vproii>Krmc®H xyraL`aa
-YfanAB®pn®r"fiH AvrHonT

AvrHenT:

LIJIAiiAB®p /coHroHo yy/

o    TyxafiH na6opaToplADiH oHolJJMJlrooHbl xep®rc"iir yJIcblH 6VPTranA 6VPTr®X
o    TyxanH      na6opaTopMnH      oHouMnrooHbl      x®p®ronMhr     yncbiH      6vpTronA

6vpTroxryfi
o    TyxaffiH  na6opaTopMtiH  oHoi]IMJirooHbi  x®p®ronMiar  yiicblH  6vpTren/I  6vpTrex

acyyqubi I xofi LLJJiyyJiax caHaJiTa ji.

TyxaiiH  na6opaTopMBIH  oHoiJJMJirooHbi  x®paronMBir  yJicbiH  6vpTrema  6vpTr®x  ®c®x  TaJlaap
caHan 6onoBcpyyncaH vuneon3"nr AonropeHryca 6MUH® vv.

BypTrenMnH uMHx®3i"nH OBor,

BvpTrenMnH uMHxe3iMnH rapbiH vc®r

OrHoo
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IIIII

EYPTren#Hee#urnAepT|#yHHgnArTeEep#Mffi!##ge3HMnH

3MMnH 6vpTrei"caH MX X3MX33HMM eepuneiiT

3MMDiH 6vpTr®i"nH BArA X3MX33HMM eepuiiem

3pvvn M3HAMriH H®M®nT 6vT®®r/]exvvHMfiH  MX X3MX33HMn eepilneTiT

3pvvn M®H/]MfiH H®MenT 6vT®®IA®xyyHMfaH  BArA X3MX33HMM eepvTie7iT

Jla6opaTopMfiH oHoiJJMJirooHbi x®p®ronMfiH 6vpTr®"nH eepuneJiT

7.1  EpeHXMti  Moj]®®neil

A/A vHonr3OHMn acyyMx vHenre®HMca T9MA®rJieii

7.1.1
HaxMM cMCTeMMnH Ayraap

7.1.2
An6aH xvcoJiTbiH orHoo, Ayraap

7.1.3
BvpTre"nH uMi+>iteouMfiH oBor,  H®p

7.1.4
BvpTrenMnH    6api"T    6Mv"fir    xvn®ex
aBcaH OrHOO

7.1.5
BVPTranMBIH      6apMMT      6M"r      H®ManT
MaTepMaii LLiaapAcaH orHoo

7.1.6
BVPTrvvn®rv         6anryyiiliara         HeMenT
IvlaTepMaJl 6VpeH Xvn®3ilr3H erceH orHoo

7.1.7
BvpTronMhH     6apMMT     6MVMiT     AvrHeJiT
rapra>K, xvn®®Jir3H erceH orHoo

7.1.8 BVT®®rJi®xvy"n OiioH yticbiH HOpuMn
7.1.9 BVTe®rA®XVV"ca xyAanAaaHbi Hop
7.1.10 TyH,  X9MX®®

7.1.11 BVT®®rJ]®Xvv"fi xon6®p
7.1.11 CaBJianTbiH x®Mx®®
7.1.12 WJIA83pn3r"BiH Hop



7.1.13 JIMueH3 ®3eMi]"ri"faH Hop
7.1.14 rapan vvonMhH yiic

7.1.15
EVPTrvvn3H  6aBiryynnarbiH  Hop,  rycran
3eBLLieepT"ei H xvi+MHT®n xyraL+aa

`

eepilnenT Opyyiiax OAoo 6ypTrenroia eepiinenT Opyynax XaBcapracaH
LLJanTraaH 6ahraa v3wJ13JIT XVC3m MaTepManyyA

flYrH®nT:

CaHan /coHroHo yy/

I TyxanH 6vTe®rAoxvv"ii eepuneii"nr A®MXMx caHaiiTaii.

I TyxafaH 6vT®erA®xvv"DI eepilJieJi"Dlr TaTraii3ax caHanTaJi.

I TyxaFIH 6vT®®r/]®xvv"ti eepHJien"tir xotiunyyiiax caHanTaBl.

TyxanH    3M,    ®MH3n"nH    x®p3rc3n,    3MMfiH   yeiiiiiii®H    6OAMc,    3pyyn    M3HAMiiH    H®MeiiT

6vTcor/]exv\/H , na6opaTopMnH oHOLiiMiirooHbi x®peronMfir 6vpTrenMfiH eepiinon"nr AOMXMx

3c®x Tanaap caHan 6oiioBcpyyiicaH vHA3on®i"nr A®nr3p®Hryn 6MVH® VV.



BypTreT"faH  uMHx®3vMnH OBor,  Hop

BvpTr®"BaH  illMHx3ei"caH rapbiH vc®r

OrHoo


