UMMOPTbIH AMUUH TYPI3BYUIIC3H BEOJIOH SHIMMWH BYPTIANA
BYPTIYYNIOX BUYUT BAPUMTYY[

1. Om OByptryynax GaunryynnarbiH anbaH XycanT, SMUNH X3P3IrNa3HUN sBUaL rapax daHap,
aroynryn 6anansiH 6atanraaHbl AYrHANT, 3ax 333MMNH Aapaax TaH4anT cyganraa XMnx axnblH
Tenesneres;

Official request from the registrant company, conclusions relevant to quality, safety and quality
assurance during product use, working plan on post marketing surveillance.

2. YWnaBapnardunH apx Oyxunm anbaH TywaanTHbl HApP, rapblH YC3ar, Tamra T3aMArasap
bartanraaxyyncaH MoHron Yncag TyxanH 6yTaargaxyyHumr OypTryynax epreasiuiH axX XyBb;
Original copy of application to register their product in Mongolia that is certified by the authorized
representative of the manufacturer’s name signature and seal,

3. MoHron YrncbiH aM xaHraH HUANyynax baunryynnara acxyn TeneenerymmH rasap Hb TyxauH
YWNABIParYTan GanryyncaH am 6ypTryynax rapasHum xyyndap XyBb;

Original copy of contract made between the manufacturer and a wholesaling company in
Mongolia or distributor to register their product in Mongolia

4. Om yungeapnanuuH - 3oxucton  gagan  (GMP)-biH - ropumnras  (yngBapnardymimH
BartanraaxyyrncaH xyynéap);
Certificate of Good Manufacturing Practice (GMP) (certified copies of manufacturer);

5. Opx 6yxun Gaunryynnaraac 6atanraaxyyncaH aMUAH BYyT33rasaxyyHun ceptudumkaTtbiH 39X
XyBb 3cxyn anbaH écoop OGatanraaxyyrncaH XyBb (OOMbB-biH XuUWrnnH paryy 6a amMuinH
OyTa3rgaXyyHUIM TOAOPXOMNONTLIN XaBcapracaH 6arnx);

Original certificate of pharmaceutical products or verified copy of certificate by an authorized
authority (shall include summary of product characteristics in accordance with WHO
recommendation);

6. Ynnaeapnard yncgaa OypTroracoH OypTranuiH rapumnrodHum xyynbap (bypTran Hb
XYYMHTON, Xyrauaa gyycaarynm rapuunrasHiin  XxXyynbapbir ynaBapriard  acxysn  nuueHs
933MLUMIYUAH Tamra TaMAraap 6aranraaxyynaH npyynax);

A copy of the registration certificate verifying that product is registered in the manufactured
country (the registration shall be valid, the copy of the valid certificate shall be verified by the
seal of the manufacturer or license holder);

7. OMUIH XAHaNTbIH XaTyy 3oxuuyynantran apx byxun Gawryynnaratan yncag OypTrargcaH
acxyn 6ycag 5 yncag OGyptraracaH Gampan (ragaagblH yncag OypTraracaH, OypTran Hb
XYUMHTAN, Xyrauaa gyycaarym rapyuunradHumn xyynbapbir yUNABIPNarYunH Tamra TIMAraap
GaTanraaxyynaH upyynax);

Registered in a country with stringent authority or registered in 5 different countries (product
shall be registered in a different country, registration shall be valid, copies of valid certificate
shall be verified by manufacturer’s seal and submitted);



8. YungsopuiH Tanunuyynra (CD-33p yWngBapnanunH npouecchir XxapyyrncaH meguva
xanb3paap, yaacaap 1-2 xyyacang 6arraaH MOHION Xar3a3p OpYyyIHK Upyynax);

Introduction of the manufacturer (the production process shall be presented in a media form on
CD-ROM, and 1-2 pages containing information regarding the production process that is
translated into Mongolian shall be submitted);

9. YWnABIPNardyuMmH SUCUNH OyTIArgaxXyyHO XWUWACOH LUMHXWUIMA3HUA OYHIMAH 39X  XYBb,
LLUMHXWITTA9HUIA apradnarn;

The original certificate of analysis for the finished product of the manufacturer and the method
of analysis;

10. YnunaBapnardymmH yHOC3H ynnunard 60noH Tycnax 60amncbir LUWMHXUNCIH LUMHXUITA3HUIN OVH;
The certificate of analysis for the active ingredient and excipients of manufacturer

11. ByTa3rgaxyyHui xagranax xyrauaar 6atancaH TOrTBOpTOM YaHapblH cyaanraaHbl OyH;
Stability test results proving the storage period and conditions;

12. ByTaH uUyBpanbir xampyyricaH YWNAB3PRanunH axusnsaraaHbl 3aaBap, YWNABIPIANNAH
npouecc, cxem (gamxnara OyHOblH XSHanNTbIr opyynax), BakKuwWHbl XyBb[ HWWAT LyBpasibiH
TOMA3rNan;

Production operating procedure, production protocol and scheme (including intermediate
product control) for whole batch, summary lot protocol for vaccines

13. EpeHxuii HIPLINUNH SMUNH XyBbL OUMOXYP3IXYWH YaHapbIr TOITOOCOH cydanraaHbl [OyH
(A3MB-unH 3eBNemMXUWH aryy waapgnaratan aMuiH XanbapT XMNC3H cyaanraa);

For generic medicines, proof bioequivalency test results (required for WHO recommended
dosage formulations);

14. BakumuHbl XyBbA OMOH yrcan 3eBLUeeperaceH NabopaTopunH LUMHXUATA3HUIN AyH GOMOH
TyXanH YNncbiH 3px Oyxum Ganryynnaraac ONrocoH LyBpanbIlr YereeriCeH cepTuduKaT 3CXyn
TyXarH yncbiH 3px Oyxun OGawryynnaraac OfrocoH TYYHTIN Oynuaxyniy, GapumT OuyrmiiH
OartanraaxcaH XyBb;

For the vaccine, the tests results of internationally accredited laboratory and a lot release
certificates issued by a competent authority or a certified copy of equivalent certificates issued
by the competent authority of that country;

15. OMUINH XOPOH YaHap (EPEHXUN HIPLINUMH AMIHA XaMaapaxryn), ngaBx, aroynryn 6anansir
cygancaH cyganraaHbl OYyrHanT;

Toxicity of pharmaceutical product (not necessary for generic medicines), activity and safety
study results;

16. Huunman Hanpnarata SMUMH XyBb[ AaH Havpnaratam amMa3c YUNOANUNH NO9BX33P UNYY,
aroynryn 60n0oxeir TOFrTOOCOH cyaarnraaHbl AyH;
For combination drugs, proof of quality, activity and safety inferiority over single drug;

17. OmwuiH rapgaag xaparnax 3aaeap, AM cyananbiH canbap 3esneneep 6atnyyncaH MoHron xyBumH
XamrT;



Instruction for use (package insert list), accompanied by an approved Mongolian translation by
the Subcommittee for Pharmacology;

18. OmuiH aHxgary 60foH X0E€paory caBnanTbiH OHreT A3NraMan 3ypar, 3arsap 433X (OMuir
onrox Hexuen, 6ypTranuinH ayraap 6udnx Tanbapbir 3aacaH 6anx);

Color printed primary and secondary package art work , medicine sample for registration (spaces
designated for the condition for the pharmaceutical product and registration number shall be
indicated);

19. AxnbiH anbaTtan rapaa GyXuin UTFAMXKNArACAH NabopaTopuUnH WNHXUATA3HUA OYH (3HD
3aanT TYPraByuIICaH BypTrang xamaapaxrym).

Test results performed by an accredited and contracted laboratory (it shall not apply for fast track
registration).

20. BypTryynax aMUH YHUAT JOTOOAbIH 6Ge6HMI BONMOH XWKUIMIHIMAH YHITAM XapbLyyricaH
cypanraa;

Comparative study between the costs of registration product, wholesale and retail costs of locally
manufactured products;

21. bypTtryynary Ganryynnaraac YHO3CHUA YWNAB3PT YWNABIPNAra4ar 9MaHA XMWACOH 3ax
393MMIAH 3PANT X3PAruaa, XyYPTIdIMXKUH cyfanraa;
Survey on market demand and access of locally manufactured products by registrants;

22. Waapgnaratam Toxnongong ragHbl UTrAMXKIArAcaH nadbopaToOpUnH LUMHXKUAT33HMA BONOH
T39BPUIMH TenbepuiH 6apumT;

Where necessary, evidence of payment for test analysis performed by external accredited
laboratory and shipment fees for transportation;



