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Har. HuaTnar aynn

1.1. “Tepeec 3pyyn MaHawiH Tanaap Oapumtnax 6Goanoro”, “OM, 3MH3MMMIH
X3pArcAUAH Tyxail Xyynb'-g4 HUAUYynaH Moxron YncbiH amuiaH Oyptran (uaawwa
‘OypTran” rax)-4 XyH aMblH OMH3MMUAH Tycriamx, YWNUUNrasHA X3parnax — eHAep
WO3BXT3, aOYNryn, YaHapbiH 6aTtanraarai am, 61o6anaman, BakuvH (Laaluma “am’ rax),
SMUIH TYYXWIA 34, OHOLUMYYpP, BUONOrMItH MA3BXT ByTaarAaxyyH (Uaawwug “BUB" rax)-uir
BypTrax, BypTrang eepunent opyynax, xyrauaar cyHrax, 6ypTranaac xacax, OypTryyncaH
3MWIH YaHap, aloynryin GanansiH yp AYHA TaHOAnNT cyjanraa, YHanraa xuix xapunuaar
3HAXYY XXypmaap 30xuLyynHa.

1.2. OMuiAH BypTran, BYpTranuitH Xxyrauaa CyHranT, eepunent, aMuiH OypTranasc
xacax Wwuinas3apuir XyHui amuinH 3esnen (yaawmg “X33" rax)-uiH xyprnaap Xanantyynx
LWNANOB3PN3HA.

1.3. “OM, OBMHOMMMAH X3P3rcnuitH Tyxan Xyyne'-uAaH 22.7-O 3aacHaac Oycap
TOXVONAONA Xypang XananuyynaH LWWAAB3PMIACcaH 3MWAH TyxalH LWowro Oyxui
caBnanTbiH X3nGapuiir yncbiH GypTranTaing Toouox Gereen X33-eec eepunent
opyynaxbir 38BLUSepeeryi, eep Xasrnant, casnantran sMuiar GypTranryiia TOoUHoO.

1.4. bByprtrang OyTaargaxyyH OypTryynard Hb M3PraxnuiH yUn axwunnaraa 3pxnax
Tycrait 3eslueepen Gyxuit MoHron YncelH 3M, 3MUIAH Tyyxuin 34, oHownyyp, BUB xaHraH
HWANYYNax Banryynnara, YaHapbiH yAUpANarbiH TOrTONLOOTOM OFOH YIIChIH XaHramxkuiiH
Ganryynnara, TyxaiH yAnasapnarduir MoHron Yncap Teneenex Xyynb €CHbl 3pXT3w
TeneeneryniiH razap 6050+ YHA3ICHWIA yinaBap (Uaawwmg “6ypTryynary’ rax) baiHa.

1.5.  TyxaiH »ung 6oanoroop GypTrax IMWIAH XxarcaanTtbir HaracaH amHanar, Tycrau
SMH3M3r, TOPBMMHKCOH MIPralnitH  3MH3Mar, Tycrai MIpraXnuitH TOBUMH 3MWIAH
3MUUNT33HMIA XOPOOHOOC MPYYNCAH 3axuanra, MIpraxnuiH canbap 3eBnenuiH AyrHanT,
caHanbIr yHA3CN3H Jpyyn MaHauiiH Aam (yaawmg “OMA” rax)-Hbl A3pragax X33-uiH
Xypnaac axHui1 xarac xung 6arraad 6aranHa.

1.6. OMUANrasHWA ©HAep WASBXTAW, YaHapTal, awynryn, 3MHINTUAH Tycnamx,
VANUWNIa3HA H3H LWaapanaratai, 3SMuYMNrad OHOWWMrOOHbl CTaHAapT, 3aasapT
TycrarfcaHd, VKUN TecTan YWNASNT3N opryynax am Galxryiraac aMHINIUAH Tycrnamx
YANYUNraa 4Oronaox 3pCA3nTain amyyaunr 6ognoroop BypTrax 3MaKa XxampyyrnHa.

1.7. OnoH yncaa Xyn33H 36BLUGGPSrACeH XaTyy 30Xuuyynantral YncbiH 3MUIAH
30xvuUyynanTbiH Ganryynnaraac 3eBLUESPCEH 3MWIAr TYProBUMNC3H Xxanbapasp OypTrax
YN axwunnaraar (Uaawug “Typrasunncan’ 6yptran rax) X33 Xananuax, LWMAaBapnaHa.

1.8.  Wbxun yHAC3H yianunary 6oauc, TyH Xx3mxk33, xanbaprairasp 10-aac Aasw

YANABapnaryaac OypTraracaH amuiar GypTraxryit (SH3 3aanT TyprasumnceH OypTrang
Xamaapaxrym).



1.9.  Har yiAnasapnaryuinH WU YHAC3H yinunary 6oauc, TyH xamxaa, xanbap Gyxui
amuiar 2 eep xyaangaaHbl Hapaap BypTraxrym.

1.10. OHownyypbir OypTraxag aHaxyy XypmbiH 4.28, 4.29-n 3aacaH marepuvansir
GypayynHa.

1.11. OHoLWnyypbIH BYPTran, eepunenT, cyHranT, GypTranaac xacax acyyanbir X33-niH
Buobanaman, oHoOWwnNyypbiH canbap 3eenen (uaawwup “BOC3" rax)-uiH Xxypnaap
X3N3NUYYITIK LWAAABIPNSHY.

1.12. Xypana X3nanuyynaH LWMAAC3H OHOLINYYPbIH TyxawH wWowro Oyxui caBnantbiH
xan6apuir yncelH OypTrantang Toouox 6Gereegq BOCS3-eec eepunent opyynaxbir
36eBLUEBPesryil, eep xasrnanT, caBnantran oHownyypbir 6ypTranryig TOOUHO.

1.13. BB rapart xyHut ©Oue maxbodblH X3BUAH YN axunnaraar A3MXUX,
Waapanaratai WMt Goanc, UNUNarMir Hexex ymnunan Byxuin OyTaaraaxyyH xamaapax
Bereen BUB-HUIAr XYHUI BBYHWUIAT 3MYN3X, OHOLLIOX 30PUMTO0p X3P3rnaxryu.

1.14. BUB-wun BypTran, eepunent, cyHranTt, OypTranaac xacax acyyanbir X33-WiH
BuonormitH  maaexT ByTaargaxyyHuin canbap 3esnen (yaawwua “‘BUBC3"  rax)
LWMANOBIPMAHAS.

1.15. BUBC3-uiH xypang XananuyynaH WwuinasapnacaH BUB-HWiA TyxaiH wowro Gyxun
caBnanTbiH XanGapuiAr yncbiH BypTranTang Toouox Oereep Tyc 3eBneneec eepynent
opyynaxbir 3eBLUeepesryi eep xasrnant, casnantrain BUB-HuiAr GypTranryig TooLHo.

1.16. BUB-HUIA BypTrang “OM, SMHAMTUAH XIPArCrMAH Tyxai Xyynb'-uaH 22.7-A
3aacHaaC ragHa yYWNABAPMard yncaaa XyHCHUA aHrunang opcoH OyTaaraaxyyHa
Xamaapaxrym.

Xoép. BypTrang TaBuraax epexxun wanryyp

2.1. X33 Hb 3MuitH BYpTranuitH acyyanaap WWAAB3P rapraxaaa Aapaax Magasnnuiar
YHAC3H wanryyp 6onroHo. YyHA:
2.1.1. TyxailH ynnaeap Hb “OM yningeapnanuidiH 3oxuctoin aagan” (GMP)-biH
Waapanara xaHracaH acax;
2.1.2. XeHANSHIMNH UTTAMXKNArACaH NnabopaTopua LWWHXIYYNCAH LUMHXUNTIHWUA
AYH;
2.1.3. BYpTranuiH LWMHX334UAH QYTHINT,
2.1.4. MoHron YncbiH amuiiH Byptrang 6ypTraracaH 6angan, XxaHramx, XypTaaMmx,
X3paruaa, YH3;
2.1.5. Hunman wHanpnarataili ®M Hb AaH Havpnaratal 3M33C 3MHUNr33HUNA
WMO3BX33p UNYY, aynryn ragruir 6atancaH cypanraadbl AyH;
2.1.6. EpeHxuit HIpLWNUNH 3MUAH BUOXYPAXYNH cyaanraaHsl AyH;
2.1.7. 3apum yncbiH 3MWIAH GypTranaac TyxaWH 3M GOMOH YHAC3H YWNYNary
6oANCHIr X3PArnNaxXunr XopurnocoH Byroy Hac BONOH TYHMUIAH XA3raapTan X3parnax
LMnaBap rapraxx BancaH 3cax;
2.1.8. OonxwintH 3pyyn MaHAwWAH OGawryynnara (uyeawwug “O3MB" rax)-aac
CIP3MXKITYYIIC3H 3MUIAH Xarcaantag OpcoH 3caX;
2.1.9. lWaapanarata TOXWONAONA HAPUAH MIPrXIUAH  3PYYN  MIHAWIAH
Ganryynnara, AMA-Hbl 43Pragax MapraxnuinH canbap 3esnenuind AyrH3nT, caHan,



2.2. YncelH 6ypTrana GypTryyncaH SMUAH arynryn GanansiH MOAINMMUAH Tannasr
BypTryynary 6anryynnara 4op AypAcaH xXyrauaaHa upyynHa:

3.1

3.2.

2.2.1. byptrang OypTrarAcH3aC XOWW 3XHWA 3 XWMUAH XyrauaaHa Xarac >Kum
TyTamA,

2.2.2. JapaarniH 2 Xunuind xyrauaaxa xun tTytama;

2.2.3. Xownwmg OypTranuiH xyrauaa cyHryynax oypr,;

lNypae. bBypTryynax am3Hg Tasurgax Wwaapanara

YncesiH 6ypTrang 6ypTryynax 3M Hb Aapaax Wwaapanarsir xaHracaH 6anHa. YyHa:
3.1.1.  Om yanaeapnary Hb “OM yunasapnanuiad soxucton aapan’ (GMP)-biH,
oHoLNyyp ynnaeapnary He 1ISO 13485 ctaHaapThiH Waapanara XxaHracaH;,

3.1.1. Yanasapnary acxyn NMUeHs 33amwnry (Laawwvg “ynnasapnary’ rax) yncbiH
apx Oyxwin Gawuryynnaraap GaTanraaxyyrncaH SMUiH - OyTaaraaxyyHun
rapumnraaTan Gaux;

3.1.2. OMUIH na3BX, Havpnara, TyH, TorTBopTol Bangan Hb LUMHXNAX yXaaHbl
TYPLUMNT CyAanraaraap HapuisYnaH TOrmOOrACoH;

3.1.3. 3MuUnrasHUiA yinaan, aloynryin 6angan Hb 3MHIN3yH emHex 6a gapaax
cyaanraaraap TOMTOOrACOH;

3.1.4. BypTryynax aMWiH YIANUNan, Yaxap, arynryi 6aingan Hb ynceiH BypTranTan
WXKWUN TOCT3M 3MUIAHX33C Aasyy 60nox Hb LWMHAKIIYMUAH AYrHANT, TaHpanT
cyaanraanbl AyHrasp Satanraaxcas;

3.1.5. SMUIH X3p3rnax, XOPWUrNoxX 3aanT, raXx Henee, SMUIH XapunuaH yinnynan,
TYHIMIH XA3raap Hb 3MHAN3YMH TypmnTaap BypaH HOTNOrACOH;

3.1.6. BakuMHbl 4YaHap Hb OMOH yncag 3eBleeperaceH rabopaTopuiiH
LUMHKANT33HWIA AVH, TyXalH ynceiH 3px Byxuin Bairyynnaraac onrocoH Uyspanbir
yeneenceH ceptudukaTt (lot release certificate) acxyn TyxaWH yncbiH 3px Oyxwui
Bairyynnaraac onrocoH TYYHTai Aynuaxyny 6apumT 6udraap Gatarnraaxca;
3.1.7. bypTryynaxasp XycanT wupyymx Oyl MmaHcyypyynax, caTray Heneet
YANA3NT3M 3M Hb 1961, 1971 OHbl OMOH YNCbiH KOHBEHLWWH XarcaanTt OonoH
MoHron YncblH 3MH3MMUAH TycnamX, YWANUUNraaHa X3parnax MaHcyypyynax,
CaTray HeneeT YWNL3NTaM 3MUIAH XarcaanTtaj opcoH Banx;

3.1.8. EpeHxXuit HIPLINWIAH 3M3HA BLIOXYP3aXYIH cyaanraa XunuracaH banx;

Spyyn M3HOUAH Tycnamx, YANYWNradHWn 3pcanviH paatran Gyxui aMHINTUIAH

Tycnamx, YWNYWNrasHA 30puynaH 4YaHapbiH yavpAnareiH TOrTOMLOOTOW OfIOH YNCbiH
XaHramxuitH 6airyynnaraac HUinyynax, YaHapbiH 6aTtanraaxvnTbiH rapununrasTai aMUinH
OypTranunH acyyanbir X33-e6p Xananuyynx LWWAAB3PNaKa.

3.3.
YyHA:

BypTranuitH 6apumT Guyur, 3areap 433X Hb Aapaax waapanarbir xadracad danHa.

3.3.1. byptranuiti 6apuMT Buuur He MoHron, Axrnu, Opoc XanHWiA ank Har A33p
BanHa.

3.3.2. bycan xan paspx GapumTt Ouuryyasp A93pX 3 X3MNHWMA anb Har Aaap
opuyyncaH 6atanraaT opuyynrbir xaBcapraHa.

3.3.3. BypTryynax aMuitH XO8pAordy CaBnanT A433pX Xaarnant TAMA3rNara3 Hb “OM,
SMH3NTUAH X3PArCNUinH Tyxa xyyno -uH 18 gyraap synnuiH 18.5 gaxb X3carT
HUALCOH M3A4Q3N3NTIN, Waaphnara xaHracad 3ypaacaH KOATOW, XasrnanTt Hb
Monron, Axrnn, Opoc XanHWil anb Har A33p garHacaH 3CXyNn HAM3NT HIr yNcbiH
X3aNTan xoconcoH 6amx 6onHo.

3.3.4. 3eBxeH OypTranuiiH 3arBap [A3KWAH XaarnanTt, casnanT Hb Haant
xan6apTan 6amk BonHo.



3.3.5. 3MUIH Xx3p3rnax 3aaBap Hb “OM, 3MH3MTUIAH X3P3rcrUnH Tyxanm Xyynb' -UiH
18 gyraap aynnuiH 18.5 gaxe XacarT 3aargcad Magasnnuur aryyncad banHa.

3.4, VMNOPTBLIH 3M Hb YANAB3PN3MY yncbiHXaa 3MuUH BypTrang OypTrargasj, TyxauH
OpHbl 3ax 333Nn4 rypBaac AOOWryM Xun XxaparnacaH, bycag 5-aac poowryn yncag
OypTraracaH Ganx acxyn ONMoH yncag XynodH 3eBLUeePeraceH SMWMH XAHanNTbiH XaTyy
3oxuuyynantran apx Oyxwn Gawryynnaratan yncap OyptrargceH 6anx, OHOLWNYypbiH
XyBb[, rapan yyCrnuinH yncgaa “oHoLunyyp” racaH aHrunang opcoH 6anHa.

3.5. byprryynax BakuvH 6GonoH cypbeariH 3M  Hb [3MB-aac ypba4uncad
GatanraaxyynanT XxunAaasr adrunang xamaaparggar 6on “WHO List of prequalified
medicinal products”-a cpcoH 6ainHa.

3.6. XyyxauvH SMUAH XyBbA XYYX34 cyananbiH M3praxnuiH canbap sesnen 6onoH
Bycan xonboraox canbap 3eBnenuAH AYrHANT CaHanbIr YHAICM3H HaCHbl OHLYIOMT Hb
TOXWUPCOH TyH, X3an6ap, caenantram Banx 6a xyyxasa xapwnax Tyyxun a4, Tycnax doguc
opooryin 6onoxsir HOToNcoH GanHa.

3.7. OrnoH yncap Xyna3H 3eBLUSSPeraCceH 3MUMH XAHANTbIH XaTyy 30XULyynanTtTan apx
Byxun Ganryynnara (Stringent Regulatory Authority)-tain yncag yinaeapnargcaH, TyxamH
apx Oyxun Gairyynnaraac 3eBLUEBPCOH 3MUIAH OypTranuinH acyyanbir “TypraBymncaH”
Bangnaan 3 XypTanx capbiH XyrauaaHg WuinasapnaHa (OH3 3aanTt 6uobanaman, BakuvH,
oHownyyp, BUB-HA xamaapaxryin 60nHo).

3.8. TypraBuuncaH 6ypTranaap Oyptrax aM Hb AOMB-biH 60M0OH YHASCHWIA 3alnNLINyi
Waapanaratah 3MUAH KarcaanT, 3MYMNra3, OHOLUMMTOOHbI CTaHAAPT, YAMPAAMX,

3aaBap, 3eBnemMXug OpcoH Gereen aMHIN MAH HeXUenNna X3Parnax 3cXyn XXOpPoop Orirox
am BanHa.

3.9. OMUIAH XsiHanNTbiH XaTyy 3oxuuyynantTain apx byxun Gawnryynnara ragartr JOMB-
aac 3eBLUeepceH xarcaanTt (https://www.ich.org/about/members-observers.html)-g opcoH
AHY-bIH The US Food and Drug Administration, EBponeiH xonG0o0oHbl yncyyablH 3MUIH
areHTnar (https://www.ema.europa.eu/en/partners-networks/eu-partners/eu-member-
states/national competent-authorities-human)-yya 6onoH European medicines agency,
European Commission, AnoH yncelH Ministry of Health, Labour and Welfare of Japan,
Lsenuape ynceiH Swiss Agency for Therapeutic Products (Swissmedic), KaHag ynceiH
Health Canada, Bpasun yncelH ANVISA-Brazil National Health Surveillance Agency,
BHCY-biH The Ministry of Food and Drug Safety, CuHranyp ynceiH Health Sciences
Authority, BHXAY-biH China National Medical Product Administration, TaiBaHb yrcbiH
Taiwan Food and Drug Administration, Asctpanu ynceiH The Therapeutic Goods
Administration 33par 6onHo.

3.10. Byptrang 6yptryynax BUB Hb gapaax waapanareir xaHracaH 6aimHa. YyHa:
3.10.1. Yunasapnary Hb “OM ynnaesapnanuind 3oxucton papan” (GMP) acxyn
““HanapblH yaupanareiH TOrtonuoo”, “XyHcHuin atoynryi ©angnbiH TOrtronuoo”’,
“XYHCHUA YINAB3IPN3NUAH aynblH AYH LWMHXWTSS, 3r3arta LUarMinH XaHanTbiH
xaHant” (ISO 9001, 1ISO 22000, ISO 17025:2018, HACCP), TyxaiH OpHbl WXun
TEPWIAH CTaHAapThIH Waapanara XaHracaH;
3.10.2. MNapan yycnuitH yncaaa BUB racaH aHrunang opcoH Gaix;
3.10.3. mnopTbiH BUB-HWIr rapan yycnuiH yncag xaparnagar 6anx;
3.10.4. byTaaraaxyyHuin xasrnanT, casnant He MoHron, Opoc, AHIIK XanHWiA anb
Har 4aap GuuuracaH HGanHa.
3.10.5. Xaparnax 3aasap MoHron xan A3ap 6aiHa.



4.1.

Oepes. bypTranuinH yin axwunnaraa

TyxarH aM, SMUIAH TYYXUIA 34, oHowwnyyp, BUB-HUin BypTranTan xonbooTon Aapaax

yn axunnaraar apx 6yxuin 6anryynnara (4aawmg “AxnbiH anba” rax) 3oxmoH banryynHa.

YyHA:

4.2.

4.1.1. Yungeapnaryaac 6atanraaxyymk WpyyncaH 6ypTtranuiti 6apumt Budruiar
Wwanrax xynasH asax;

412 Tapas OawryyncaH XeHONGHrMWH  WUTFAMXKNArAcaH  nabopaTtopuiH
LUMHXUNI33HA UNrasx (TYpraBuynuncaH BypTran, OHOLLNYYypT Xamaapaxryi);

4.1.3. BYPTranuiiH LUMHX334YAUAH OYTHANT rapryynax;

4.1.4. aapanaratail TOXMONAONA HapuiH MIpraxnuinH Banryynnara, OMHA-Hb
O3pragax MapraxnuinH canbap 3esnenuiiH AyrHanT, caHan rapryynax;

4.1.5. byptranuinH acyyanbir xonborgox 3eBnenuiAH  Xypnaap  Xananuyyrnx
WWAABIPNYYN3X;

4.1.6. Mapraantan Toxuongong XO3-66C WUHXKI3YAUAH Oar, axrnblH X3Cruiar
TOMWUNYyynaH AyrHanT rapryynax;

4.1.7. BYpPTranuinH 6apumT BUYrUiAH XagranamxuinH HINKWAr Laacad 6onoH Laxum
xanbapaap aBax;

4.1.8. boanoroop OypTrax SMWAH 3ax 333NMAH 3PANT X3IPArud3, XYPTIBMXKUUH
cypanraar apyyn mMa3HouinH Gawnryynnara, TepuiiH 6yc Ganryynnara, Gyptryynary
Bawnryynnara, cygnaa4yabid 6ar xamtoaH Xunx;

OM, 3MUUH Tyyxuu 3g, oHownyyp, BUB-Hui ByptranuiH yun axwunnaraa Hb

Licemed BypTranuiH cuctema cyypun-a.

4.3.

AxnbiH anbaHaac 3M, SMUAH Tyyxui 34, owownyyp, BWB 6yptryynary

Banryynnaryynan CUCTEMZ HIBTPAX 3PXUIAT ONroHO.

4.4

Cuctempg HaBTPax 3px Oyxun am Oyptryynard Hb OypTryynax sMWidH fapaax

M3O33NNYYAWMIAT Laxumaap, 3H3XYY XYPMbiH 4.24, 425 4.26, 4.27, 4.28, 4.29, 4.30-4
3aacaH 6apumT Buuryyauir Luaacaap UpyynHa.

4.5.

4.4.1. SMUIH xyaanaaaHbl Hap;

4.4.2. ONOH YNCbIH H3PLUWN;

4.4.3. Hanpnara (yRacaH 6onoH Tycnax 6ogucyyan);

4.4.4. TyH x3amxa3, xanbap;

4.4.5. XyHuin aHaTOMUIAH ByTU34 cyypuncan aHrunan (ATC), 6ap koA,

4.4.6. ©pTer WUHracaH 6eeHun YH3 (YHASCHUA YANAB3IPNAr4YUinH XyBba aryynaxbiH
YH3);

4.4.8. Yunasapnard 60M0H YNCbIH HAP;

4.4.9. JIMLEH3 333MLLUIY;

4.4.10. OMUAH BYTI3rA3XYYHUIA TOAOPXOANONT;

Cuctema H3BTP3X 3pXx Gyxumit oHownyyp BypTryynard Hb BypTryynax OHOLNYYPbIH

Aapaax M3ad3nnyyaunir uaxummaap, 3HaXyy XypmbiH 4.31, 4.32-n 3aacaH Gapumt
Buyryyamir uaacaap vpyynHa.

4.5.1.0HoWwnyypbiH Hap;

4.5.2. KatanoruvH gyraap;

4.5.3. lUnHxXunraaHuin Tepen,

4.5.4. OHoWnNyypbIH apra;

4.5.5. Casnanr;

4.5.6. ©pTer WHUHracaH 6eeHWn YHI (YHAICHUA YANABIPNArYUMnH XyBba aryynaxbiH
YH3);

4.5.7. Ynasapnary 60MnoH yncbiH Hap;



4.5.8. TyxanH OHOLUNYYpPbIr X3p3rnax saant,
4.5.9. ©BepmMeL, Maapar YaHap;

4.6. Cwuctema H3BTPax apx Oyxuin BUB GypTryynary Hb OypTryynax GyTaaraaxyyHui
fapaax M3AQ3nnyyaAWAr Laxumaap, 3HaXyy XypmbiH 4.33, 4.34-4 3aacaH Oapumr
Buuryyaunr Laacaap UpyynHa.

4.6.1. BUB-H1A Hap;

4.6.2. Hanpnara (yHacaH 6onoH Tycnax 6oaucyya);

4.6.3. TyH xamxa3, Xanbap;

4.6.4. ©pTer LWMHrac3H BeeHUIn YHS (YHOSCHUA YANAB3PNAr4YMidH XyBbA aryynaxbi

YH3);

4.6.5. Ynasapnard 60noH yncbiH Hap;

4.6.6. TyxanH BUB-HMIAr X3parnanar yncbiH H3pPC;

4.7. YWnaeapnardaac UpyyncaH 6yptranuitd 6apumT BuurnintH yHaH 3es, 6oaut Sananeir
OypTryynard Tan xapuyuHa.

4.8. TyxarH GyT33raaxyyHUn LUMHXUNTI3HA OHLUMOrOOp X3parnarasx crangapt doguc,
ypBarK, Matepuan xaparcnuiar 6ypTryynary Tan xapuyuaHd UTramxnaracsH naboparopug
XYN33MraH erye.

4.9. TyxanH OypTryynaxasp XycanTt rapracaH ©GonoH OypTranuiH Aapaax Tawgant
cydanraaHbl siBUA4 TyxaWH 3M, SMWAH TYyXunA 343, OHowyyp, ©GuonoruiiH uasBxT
BYTa3raaxyyHUAr ragHbl WUTTAMXKNArACOH NabopaTopuinH  LUMHXWUAM33HA Xampyynax
TOXWONAONA rapax 3apAnbir yunasapnard acxyn 6yprryynary Tan OypaH xapuyuHa.

4.10. 3Smuir GypTrax WMMABIPT ONOH yNcbiH BONOH XyaanaaaHsl HAPLWKI, X3nbap, TyH,
CaBManTbiH  X3MX33, ONrox Hexuen, OypTranuiiH XYYMHT3M Xyrauaa, YunasapnardviiH
H3p, YANAB3PN3C3H YNC, NMLEH3 339MLUMMMWAT 3aaHa.

4.11. OdHownyypbir OGypTrax WWAAB3PT OHOWMYYPbIH H3p, KaTanorMiH Aayraap,

LWMHKWUIr3HUIA TEPen, CaBnanTbiH X3MXK33, YANABIPNAYUAH HIpP, YANABIPNACAH YNChIr
3aaHa.

4.12. BUB-Huiir BypTrax WWALBAIPT OyTaargaxyyHUA HIp, YUNAB3PNArYUAH  H3p,
caBnanTbiH Xanb3p, XaMX33, YANAB3P3CaH YNChIr 3aaHa.

4.13. 3OM, aMUIAH Tyyxuin 3g, oHownyyp, BUB-Huiar 5 xunuiH  xyrauaaraap OypTrax,
rapYUNrad OnroHo.

4.14. byTaargaxyyHaa OypTryynaxuir Xxycard rypasgyraap XascpanTtag 3aacaH 3w,
AMUIAH TYyXuiA 34, oHownyyp, BUB BypTryynax epreanuitH masrtbir 6ernex, TyxauH
YANOB3pNaryuniiH apx Byxuin 3traag BatanraaxyyncaH xonborgox GapumT Buuryya,
3MUIH X3P3rnasHui sBLiaA rapax 4aHap, aroynryn GanansiH BartanraaHbl AyrHAINT, 3ax
333MMAH Japaax TasHAanT cyjanraa Xunix axnbiH Tenesnerse 0a T3ArsspunH Uaxvm
XyBUIAr anbaH Budrnind xamT GypayynaH axnbliH anbaHg npyynHa.

4.15. BypTryynary Hb “ApxuBbiH 6apumT awwurnax, nasnaraa xyyn6ap onrox’ XypMbiH
paryy OypTranuiiH GapuMT OUGrMiAH xagranamkuiAH HIPDKWIAr UaacaH BonoH uaxum
x3n63p33p, MeH 3MWUAH aHxpard, XO08pAaory casnanTbiH 3ypruvr XyprbiH LWWALBIP
rapcHaac XOWLL axblH 5 XOHOIT Liaxum xanb3apaap axrnbiH anbaHz Xynasanrax erye.



4.16. OMUIAH x3parnax 3aaBpbir GypTraxasc emHe 3OM cyananbiH canbap 3esBnenvinH
Xypnaap Xananuyymx, 6atnyyncHel fapaa aMuiar BypTryynax XyCanTUAr UpYYIH3.
BypTracaH amuir 3ax 33an4 HIBTPYYNaxaaa batanraaxcaH Xaparnax 3aaBpbir XxaBcapraH
TYr33H3.

4.17. BWB-Hun xaparnax 3aaspbir BUB-HUI WNHX33433p XSHYYNCHbI Aapaa BypTryynax
XYCanTUAr upyynHe. ByptracaH BWB-Huir 3ax 333ng HIBTPYYNnaxaea Oaranraaxcad
X3parnax 3aaBpbir XaBcapraH TYraaHa.

4.18. llaapgnaratai TOXWONAONA @XNblH anba Hb YNAB3PNar4dac npyyncaH Gapumr
BuuruinH Tanaap TyxaiH yricelH apx Gyxui Gairyynnaraac nasnaraa, Togpyynra asax 6a
rapax 3apAnbir BypTryynary Tan xapuyuHa.

4.19. AxnbiH anba Hb BypTranuiiH GapuMT BuurviAr XynasH aeaxpaa TyxXalH 3MUAr
yANaB3pnaryaac 6GaranraaxyyncaH epreanuir Xy4uHTaM rax y3ax Oereeq akc,
LaxunraaH wyynaHraap unrasacaH 6apumT Guuureir aapanara xaHraxrying TOOLHO.

4.20. X33-eeC 3MH3N3YMH aXurnanT XWX LWWAOB3IP rapracaH TOXMONQONA axurnant
XWX 3MH3MN3r, Xampyynax XYHWA TOOr HapWilH TOrTOOHO. AxurnantbiH AyHr X33-uinH
Xypnaap xananuyymk, 3MUinH GypTranuinr WWAaB3pnyynHa.

4.21. BakuumH, Guobangmanuisr X33-uinH BOC3-uiiH xypnaap XxananuyyncHuia aapaa
X33-UiH xypnaap XananuyynHa.

4.22. OM, amMuiiH Tyyxuin 34, BUB-Huin GypTranuiiH sBUap SHAXYY XypMbiH 4.1.2-4
3aacaH naGopaTOpWiiH LUMHXWNF33rasp Laapanara xaHraaryn Toxuongong TyxaulH
OyTaargaxyyHuin  OypTranuiAH YN axwunnaraar 30rcoox, Luaapanara  xaHraaryi

BYTI3rA3XYYHUA M3A33HUIA caHg BypTrax, X33-uiH xypnaap xananuyymk xonboraox
LWWMALBIPUIAT rapryynHa.

4.23. BypTranuiH ynn axwnnaraa gapaax ye laTtrairaap, Aop AypAacaH Xyrauaasa
X3P3aNKUHA. YyHA:

Yin axunnaraa Xyrauaa Xapuyuax 333H
BypTranuitH 6apumT Buunrt asxpary | Byptranuink Gapumt Guumrt | AxnbiH anba
OVH LUMHXXUTA3 XMIAX OypaH Xynaax ascHaac
XOMALW aXnMbiH 5 XOHOIT
BypTranuitH xypaamx H3X3IMXN3ax, | AHxgard AyH  LWAHXWAra3 | AxnbiH anba,
Tenbep Baparayynax XWACH33C XONW axrnbiH 5 | BypTryynary
XOHOr AoTop
NaGopaTopuitH LWWHXWNr33Ha | BypTtranuiiH Gapumt Buyur | AxnbiH anba,
Xampyynax (TYpragyvncaH OypTtran, | 6ypaH xynaax ascHaac 1 | BypTryynary
OHOLLINYYPT Xamaapaxryi) capblH A0TOp
LUnHX334AUAH AYrH3AT raprax INabopaTtopuiaH AxnbiH anba,
LUMHXWNTI3HUA AyH rapcHbl | LWnikasyna
papaa (tyc 6yp 1 capblH
A0TOp)
X33, BOCS3, BWB-Hun canbap | LUnHX334miAH AYrHanT | AxnbiH anba
36BMNeNUIH Xypriaap X3ananuyynax rapcHaac xouw 1 capblH
AoTop
XypribiH WWAABIPUAT XYPryynax XypribiH Tamaarnan | AKrbiH an6a,
3U3CM3H rapcHaac xoww | BypTryynary
aXnblH 5 XOHOIT
Xypnaac TYAranayymnk | 2 capbiH JOTOp AxnbiH anba,
XoWLunyyncaH TOXuonaona OypTryynary




OYPTranuir AaxuH Xananuyynax
YnceiH  Oyptranuud rapumnrad | X33, BOC3, BUBCS3-uitn | AxneiH anba
Buumk onrox XypPribiH TAMAJMNAN 3LICN3H

rapcHaac xouw axnbiH 5

XOHOIT
Magasannuiur “Licemed” nporpamg | Mapunnraa XyNa3nraH | AxknblH anba
opyynax ©rCcCHeeC XOWW aXbiH 5

XOHOIT .

4.24. IMNOPTbIH 3MUAH TYPraBYUNCaH OOMNOH 3HrMAH OypTrang gapaax GapumT Guuryyavir

BypayynHa. YyHa:
4.24.1. Om BypTryynax GanryynnarbiH anbaH XyCcanT, 3MUAH X3PArnaaHuA seLan
rapax 4aHap, awynryi GananeiH GatanraaHbl AYrHANT, 3ax 333NUAH  Aapaax
TaHOanT cyganraa Xunix axnbiH Tenesneree;
4,242 YAnOB3pNardyuinH apx Oyxui anbaH TywaanTHbl H3p, rapbiH ycar, Tamra
Tamarasp Gartanraaxyyncad MoHron Yncag TyxavwH ByTaargaxyyHuar BypTryynax
eprefnminH ax XyBb;
4.24.3. MoHron YNncbliH 3M XaHraH Huinyynax Gairyynnara acxyn TeneenerdyuiH
rasap Hb TyxawH yinasapnarytan Ganryyncad am BypTryynax rapasHui xyynodap
XyBb;
4244 Om yungeapnanuiiH  3oxucton  pgagan (GMP)-biH - rapuwnras
(ymnasapnaryuiH 6atanraaxyyncaH xyynbap);
4245 3px Oyxun 6Gawryynnaraac 6GartanraaxyyncaH SMWAH OyTa3rgaxyyHwn
cepTUdMKaTbiH 3X XyBb 3cxyn anbaH écoop GartanraaxyyncaH Xysb (AOMB-biH
XULLMMIAH aaryy 6a aMuiiH GyTaaraaxyyHUin TOROPXOANonThIr xascapracaH 6awx);
4.24.6. Yungsapnary yncgaa OypTraracaH OypTranuiiH rapymnrasHun xyynodap
(BYpTran Hb XYYMHTAR, Xyrauaa gyycaaryi rapuymnrasaHui xyynoapbir yunasapnard
3CXYN NULIEH3 333MLUMMYUIAH Tamra Tamaraap 6atanraaxyynaH upyynax),
4247 OMUAH XAHaANTbIH XaTyy 3oxuuyynantran spx Oyxuin Gauryynnararau
yncap 6ypTraracaH acxyn 6ycag 5 yncag 6yptraraceH 6avaan (ragaagbiH yncag
BYpTraracaH, GYpTran Hb XYYMHTAW, Xyrauaa Ayycaaryit rapuymnrasHuin xyynéapbir
YANOB3pNarYuiE Tamra Tamaraap 6aranraaxyynaH npyynax),
4.24 8. YnnasapuiH Tanunuyynra (CD-33p ynnasapnaniuinH NpouecckIr XxapyyncaH
Meauna xanb3p3sp, uaacaap 1-2 xyyacaHn OarraaH MOHIOM X3Masp Opuyyrx
UpYynax);
4.24.9. YAnAB3pNarduiH 3UCUIAH BYT33raaXyYHA XUACSH LUMHXUNT33HAA OYHIWAH
9X XyBb, LUMHXWUMNTI9HUIA apraynarn;
4.24.10. YANOBIpNarYmmH YHAC3H yununary 60onoH Tycnax 6oguckir WWHXUICSH
LUMHXUNI33HWUIA AYH;
424 11. ByTaarasxyyHuin xagranax xyraudaar ©artancaH TOMTBOPTOW 4YaHapbiH
cypanraaHbl OyH;
4.24.12. ByT3H uyBpanbir xampyyncaH YWnAB3pnanuinH axunnaraaHbl 3aasap,
YANAB3IPN3NWAH npoLece, cxeM (Aamknara AyHAbIH XSHaNTbIr opyynax), BakyuHbl
XyBbZ HUAT LyBpanbiH Tamaarnan (summary lot protocol);
4.24.13. EpeHXUA HIPLWNUAH 3MUAH XyBba OWMOXYP3XYWMH 4YaHapbir TOMMOOCOH
cydanraaHbl ayA (AOMB-vitH 38BNeMXWitH daryy Wwaapgnaratav 3MUinH xanobapT
XWAC3H cypanraa);
42414, BakuvHbl XyBbd ONOH yncap 3eslueeperaceH naboparopuinH
LWMHXWUNr33HMA ayH BGonoH TyxawH yncbliH apx Oyxuin OGairyynnaraac ONrocoH
LyBpankbir YeneenceH ceptTudukaT 3cxyn TyxanH yncelH apx byxuin 6anryynnaraac
ONroCOH TYYHT3M Aynuaxyny 6apumT Buurinind GaTanraaXcaH XyBb;
4.24.15. SMUAH XOPOH YaHap (EpPeHXMIA HIPLLNUAH 3M3HA Xamaapaxryn), W4lBx,
aroynryn 6ananbir cyfancaH cyfanraadbl AYrHInT,



4.24.16. Hunman HavpnaraTai 3MWiAH XyBbA AAH HapnaraTtan amaac YAnanviH
MA3BX33p WUnyy, arynryin 60n0XbIr TOFTOOCOH cyaanraaHbl AYH,

424 17. OMuiAH ragaag Xaparnax 3aasap, OM cyanansiH canbap 3esnenseep
BaTnyyncaH MOHron XyBUilH XamrT,;

42418, OMuinH aHxpard DonoH xoépaordy caBnanTbiH OHreT A3Nraman 3ypar,
3arsap 433X (Amuir onrox Hexuen, bypTranuiH gyraap 6udmx Tanbapbir 3aacaH
Banx);

42419. AxnbiH anbaTait ropas Oyxuid WTramKknargcsH nabopartopuiH
LWWHXKUNr33HUMA AYVH (3H3 3aanT TypraBuuncaH OypTrang xamaapaxryn).

4.24.20. BypTryynax aMUiH YHUAT AOTOOALIH G88HMIA GONOH XVDKUINIBHINAH YHITIN
XapbLyyrncaH cynanraa;

4.24.21. bypTryynary 6anryynnaraac YHA3CHUA yUNABIpT YANAB3IPNAaraasr aMaHg
XUAC3H 3aX 333NUAH 3PANT X3paruas, XYPTIaaMXUAH cyaanraa,

4.24.22. |Uaapgnaratail TOXvongong radHbl WTTAMXNIrACeH nabopatopuiiH
LWWHXUNI33HUA BONOH T33BpUH TenGepuind 6apumrT;

4.25. Boanoroop BypTtrax amuirr 6yptrang OypTryynaxaa pgapaax Gapumt Ouuryyauiar
BypayynHa. YyHa:

4.25.1. Om BypTryynax GairyynnarbiH anfaH XycanT, 3MUAH X3ParnasHuii
ABLAA rapax YaHap, aroynryn 6angneiH 6atanraadbl AyrHanNT;

425 2. 3ax 333nuiH gapaax TaHAanT cyfanraa Xunx axnblH Tenesneree;
4.253. YunasapnarduidH 3px Oyxui anbad TywaanTHbl H3p, rapbiH ycar,

Tamra TamAarasp GatanraaxyyncaH Modron Yncag TyxalH OyT3arasxyyHWAr
GYpTryynax epregnuiH ax Xysb;

4,254, OM ywnasapnanuidH  3oxuctot  Aagan  (GMP)-biH  rapumnras
(ymnggsapnaryuin+ 6atanraaxyyncaH xyynobap),
4.25.5. Opx Byxui Gairyynnaraac 6atanraaxyyncaH aMuiiH ByTaaraaxyyHui

cepTudmKaTbiH 3X XyBb acxyn anbaH écoop GaTanraaxyyncaH XyBb 3CXyn Yeneet
XyAangaaHbl rapynnras;

4.25.86. Yinaeapnard yncpaa OypTraracaH OYPTranuiH  rapuUnrasHUn
xyynbap (BypTran Hb XYYUHT3W, Xyrauaa ayycaaryi rapuunrasHuin xyyndapbir
YANOB3PNary acxyn nWUEH3 333MLMMYMAH Tamra Tamaraap OaranraaxyynaH

MpyYynax);

4.257. Yunaeapuiid  TaHnunuyynra (CD-3sp ywnaB3pnanuiH  npouecchbir
XxapyyncaH megua xan6apasp, uaacaap 1-2 xyyacaHp OartaaH MOHron Xanasp
OpYYYIIK MPYYN3X);

4.25.8. YWUNABIPNardunH  3UCKMIAH  OyTaaraaxyyH4 XWUMC3H  LUMHXUNTS3HWUNA
AYHMMAH 3X XyBb, WAHXUNT33HWIA apraynarn,

425.9. YANABAPNarYninH  yYHACAH  yiandnardy  GonoH Tycnax  Goguceir
LUMHXUNC3H LUMFXUMAM33HUA AYH;

4.25.10. ByTaaraaxyyHun xagranax xyrauaar 6arancaH TOrTBOpPTOM YaHapbiH
cypanraaHbl AyH;

4.25.11. EpeHXxuit HApLUNUIH 3MUIAH XyBbA BMOXYPIXYWH YaHapbIr TOrTOOCOH

cyaanraaHbl AyH (A3MB-uwitH 3eBNeMXWiAH Aaryy waapanaratan aMuidH xanbapt
XWAC3H cypanraa);

4.325.12, OMUAH XOpPOH YaHap (ePeHXWIA HIPLUINUAH 3M3HA Xamaapaxryn),
naaBXx, arynryin 6angnsir cygancaH cyganraadbl AyrHanT,

4.25.13. OMWUIH ragaag xaparnax 3aasap, OM cyananbiH canbap 3esneneep
BaTtnyyncaH MoHron XyBuiH XamrT;

4.25.14. OMuiH aHxagard 6onoH xoépaory caBnanTbiH 6HreT A3Nraman 3ypar,

3arBap A33X (OmMuir onrox Hexuen, 6ypTranuitH ayraap Guumx Tanbapbir 3aacaH
Banx);



4.26.

4.25.15. AxnbliH anbatam rapaa Oyxui  uTramMxknaraceH nabopaTopuiiH
WMHXXUNr33HUA AVH (3H3 3aanT TypraByvncaH BypTrang xamaapaxryi);

4.25.16. Waapanaratain ToXMoNaong ragHbl UTTAMXKMIArAcaH nabopaTopuinH
LWMHXUNTa3HMA BONOH T33BpUIH Tenbepuind 6apumr.

3pyyn M3HAUUH Tycnamx, YANYUNrasHUA SpCANViAH aaatran Gyxuii 3MH3MTVAH

TYCNamX, YAMUUNIasHL 30puynaH YaHapbiH yAuMpAnarbiH TOrTOMLOOTON OMOH YNCbIH
XaHramkuiiH Gairyynnaraac HUMNyynax amunH Byptrang Gyptryynaxaa Aapaax Gapumr
Buuryyamir 6ypayynHa. YyHa:

4.27.
YyHAa:

4.26.1. Om OypTtryynax GairyynnarbiH anbaH XycanT, 3MUIH X3P3rnaaHui
ABUag rapax YaHap, arynryn 6angneiH 6atanraadbl QyrHanT,

4.26.2. 3ax 333nuiH fapaax TaHaanT cyfanraa Xuinx axnbiH Tenesneree;
4.26.3. OnoH yncbliH XxaHramxuiiH GawryynnarbiH 3px 6yxun  anbad

TyLWaanTHbl H3p, rapbiH yCcar, Tamra Tamaraap Gatanraaxyyncad MoHron Yncag
TyxanH OyTaargaxyyHuir BypTryynax epreaAnnnH ax Xysb;

4.26.4. MoHron YncblH 9Mm xaHraH Huuinyynax 6Gawryynnara acxyn
TONeenerYuinH rasap Hb TyxaWH ONOH YNCbIH XaHramxwiH Gawryynnaratan
Banryyncan am BypTryynax rapasHum xyynbap xysb;

4.26.5. OMUINH ByT33ra3XyYHUA TOAOPXOWIONT;

4.26.6. YWUNABIPNarduiH SUCKMMH  OyT33rasxyyHA XWAC3H  LUMHXKUNTE3HWA
AYHMUAH Xyynbap XyBb;

4.26.7. OMUIH ragaag xaparnax 3aaeap, OM cyananeiH canbap 3esneneep
Batnyyncad MoHron xyBuvH Xamt;

4.26.8. OMUIH aHxpary BonoH xoépaory caenanTbiH OHreT A43Nraman 3ypar,

3areap 493X (Omuir onrox Hexuen, BypTranvidi gyraap 6uunx tanbapeir 3aacaH
Banx);

4.26.9. BypTryynax 3aMuiH YHWIAr 0OTOOAbIH 6eeHniA BOMOoH XMKUIMIHMIAH
YH3T31 XapbLyyncaH cyaanraa,;
4.26.10. OMUH vaHap 6oroH atoynryn Ganansir OypaH Xxapuyuax Tanaap

OMOH YNCbIH XaHramxuinH Ganryynnara 6a MoHron Yncag teneeneH Gyptryynary
TanblH anbax Maaaraan;

4.26.11. Waapanaratain TOXMonaong ragHbl UTFAaMXKaracaH nabopatopuinH
LUMHXUNTI3HUA BONOH T33BpUIH TeNnbepuinH 6apumrT;

YHA3CHWIA yANABIPUIAH aMUIMH BypTrang Aapaax 6apumt Guuryyauiar BypayynHa.

4.27.1. Om BypTryynax GanryynnareiH anbaH XycanT, 3MUAH X3p3arnasHun aBLag
rapax 4aHap, awoynryn GananbiH 6atanraaHbl AYrHONT, 3ax 333MUMAH Aapaax
TaHOanT cyganraa Xuix axrnbiH Tenesneree;

4.27.2. YnngoeapuiH 3px Oyxuin anBaH TywaanTHbl H3p, rapbiH Yycar, Tamra
Tamarasp GaTtanraaxyyncad TyxanH OyTaargaxyyHudAr BypTryynsx epreanunH ax
XyBb,;

4.27.3. Opx Oyxun axnbiH anbaHaac 6GatanraaxyyncaH OKYHbl ©MHYUNH
rapymnraaHum xyynbap (xapas 6anraa 6on);

4.27.4. TeHeTUKUAH HeeL awmrnacaH Ttoxuonpong 3px Oyxun Gawryynnaraac
ONrocoH 3eBLUeepNUAH BaTtnraaxyyncaH xyynbap;

4.27.5. YANAB3PWIAH TaHUNLYYNra;

4.27.6. OM yANOBOPNAX YAN axunnaraa 9pxnax Tycrah  3eBLUSEPrvnH
rapuMnraaHum xyynoap;

427.7. Om yungsapnanuiH  3oxucton papan (GMP)-biH  rapyunraa
(ynnasapnardnind 6atanraaxyyncaHd xyynéap);



4278 dapmakoneiH xopooroop 6GartnyyncaH, Xy4uWHTaM  Xyrauaaraw
dhapmakonenH eryynanuiiti BGatanraaxcaH xyynbap (tyxamH 3m MY-biH YO-g
opooryin Toxwongong);

4279. AxnbH anbatan rapa3a Oyxun  WUTraMxnaracaH  nabopatopuiH
LNHXWUNT33HWA OYH;

4.27.10. YHAc3H ywnunard OonoH Tycnax ©oauchir LWWMHXWNC3H YWnABapnary
(ragHbl 6ONOH [OTOOABIH)-UAH LUNMHXUNTI3HUA AYH;

4.27.11. OMUIAH TOrTBOPTOM YaHapbiH CyaanraaHbl AyH;

4.27.12. OMUAH bapmakonoru Yyanaan, WA3BXAr 3MHIN3YAWH emHex OornoH
SMHAN3YWH cypdanraaraap cygancaHd AyH  (epeHXur  HIpWNUAH - 3M3HA
Xxamaapaxryn),

4.27.13. Om cyanansiH canbap sesneneep 6aTnyyncaH Xaparnax 3aasap;

4.27.14. Anxgard GonoH Xoépaory caenanTbiH ©HreT 3ypar, 3arsap 423X (Smwuar
onrox Hexuen, BypTranuiH gyraap 6uuamnx Tanbapsir 3aacaH 6anx);

4.27.15. BypTryynax O3MWIAH YHUAr GeeHWn GOMOH KMKUIMIHIMAH  YHITAIN
XapbLyyncaHd cyganraa;

4.27.16. laapgnarataii TOXWOMAONA rafdHbl WTTAMXMArACAH nabopaTopuitH
LUMHKXUNT33HWIA BONOH T33BpuiH TenbepuinH 6apumT,

4.28. UmnopTblH ynamxnant 6onoH romeonatv amuiH Oyptrang gapaax Gapumr

Buuryyaunir 6ypayynHa. YyHa:
4.28.1. 3m BypTryynax GanryynnarbiH anbaH XyCanT, 3MUAH X3parnadaHU AsLan
rapax YaHap, awynryi GangneiH 6atanraaHbl AYrHANT, 3ax 333NUAH Aapaax
TaHganT cyganraa Xunx axrnblH Tenesneree;
4.28.2. YnnaeapuiH 3px Oyxuin anbaH TywaanTHbl H3p, rapbiH ycar, Tamra
Tamarasp 6Gatanraaxyyncad MoHron Yncag TyxavH 6yTaaraaxyyHuiar 6ypTryynax
epreanunH 3X XyBb;
4283. Om ymangespnanuiH  3oxucton gagan  (GMP)-biH  rapumnrad
(ynnasapnaryuitd 6atanraaxyyncaH xyynéap);
4.28.4. TyxanH yncelH 3px Oyxwi Ganryyrinaraac 6GaranraaxyyncaH 3MuiH
OyTaargaxyyHun ceptudmkatbiH 3X XyBb 3cxyn anbaH écoop GaranraaxyyncaH
xyBb (A3MB-bIH XuLWruinH aaryy);
4.28.5. YAnaB3apuiH TaHunuyynra (Uaacad 6onoH meaua xanb3apaap);
4.28.6. ByT3araaxyyHUit TOAOPXOMNONT, Xaparnax 3aant, 6ycag aMm 60MoH 3MUIH
x3an6apTan xapunuaH Heneenex Herneenen, rax HeNneeHUn Tanaapx Maa33Nan;
4.28.7. YANABIPNArYunH aUCUAH ByTaaraaxyyHa XMACSH LUMHXUNr33HWA OVH (3X
XYBb), WWWHXWUAT33HUIA apraynarn,
4.28.8. Opu Hapnarag OpCOH TYYXWUiA 34UIAH rapan yycan, LWWHXUNT33HWA OYH;
4.28.9. TorrBopTON YaHapbiH CyAanraaHbl AyH;
4.28.10. SMHanN3yMH eMHexX (aMbTaHg XWC3H Loumor 6a apxar Xopyy 4YaHap, rax
Henee, yp XxeBpeng Yy3yynax Henee ©OonoH myTau, Xaegap YYCrax Henee),
3MH3N3YAH Yp Henee, awoynry Gangan (amHan3yiH |, Il wartHbl cyganraaHs yp
AYH, UN3PC3H ra:k Henee)-biH cyganraadbl AyH;
4.28.11. Ynamxnant xop 60noxbT HOTNOX XOPbIH 3X CypBarmkWiH Tanaapx
M3433N30N (roMeonaT 3M3HA Xamaapaxrym);
428.12. OMUAH ragaag Xa3parnax 3aasap, OM cyananbiH canbap 3esneneep
Barnyyncad MoHron xyBuH xamr,
4.28.13. OMuUAH aHxpard GOMOH X0&paord caenanTbiH ©HreT A3Mraman 3ypar,
3areap 433X (Omuir onrox Hexuen, Byptranuiid gyraap 6uumx Tanbapbir 3aacaH
Banx);
428.14. AxnbH anbatail rapas Oyxuid UTTIMXNSrAC3H  nabopaTopuiiH
WMHXUNI33HWA OVH;



4.29.

4.28.15. BYpTryynax aMUH YHWIAT AOTOOABIH BEEHWMIA GOMOH XWKUFNIHMUAH YHIT3N
xapbLlyyncaH cyaanraa;

4.28.16. llaapanaratain TOXWMONZAONA rafdHbl WTFAMXNArAceH naboparTopuinH
LWUHXMNTaaHMA O0NoH Ta3BpuiH Tentepuind 6apumr;

YHASCHWIA YIANAB3PUAH ynamxknanT amuiiH BypTrang Aapaax 6apumT Guuryyauir

BypayynHa. YyHa:

4.30.

4291. Om BypTryynax GanryynnarelH anbaH XycanT, SMUIAH X3P3rn33Hui
sBLAA rapax YaHap, aloynryin 6anansiH 6aTanraaHbl AyrHaNT, 3ax 333/MIAH Aapaax
TaH4anT cyaanraa Xuix axnbiH TeNesneree;

4.29.2. YnnasapuiH apx Byxmia anbaH TywaanTHbel HAp, rapbiH ycar, Tamra
TamMaraap 6atanraaxyyncaH TyxaiH ByTasrgsxyyHuur GypTryynaex epreanuinH ox
XyBb;

4.293. FeHeTUKUIAH HeeLl aluurnacaH Toxuongong apx oyxuin 6anryynnaraac
ONrocoH 3eBLUeepnuitH GaTnraaxyyncaH xyynbap;

4.294. YinasapuiiH TaHunuyynra (Laacas 6onoH megua xanbapaap),

4.29.5. OM VYANAB3PNaX VAN axunnaraa 3pxnax Tycral 3eBLUSSPnUiH
rapumMnrasHui xyynoap;

4.29.6. 3m yangeapnanuiaH - 3oxucton  aagan  (GMP)-biH - rapumnra’d
(yinaBapnarduiiH 6atanraaxyyncaH xyynbap);

4.29.7. YMNAB3pN3ruuiH 3UCUIAH ByT33rA3XYYHA XUACIH LNHXUNMI3HWA AYH;
4.298. 3MaHA OPCOH TYYXWiA 3AWIAH rapan YYCIUAH GUYUr, LUKMHXUMr33HWA
AYH,

4.29.9. AxnbiH anbatan rapaa Oyxuin UTrAMXNIrAceH  nabopatopuitH
LWNHXWUNAT33HUA OVH,

4.29.10. LLIMH33p 30XMOH BYTIIC3H 3MUNH XYBbA, 3MHIN3YAH OMHOX (aMbTaHA

XWAC3H uUoumor 6a apxar Xopyy 4aHap, rax Hemree, yp xeBpenpg y3yynax Henee
BONoH MyTaL, XaBaap YYCrax Henee), aSMHan3yvH yp Henee 6a aroynryi Gangan
(amMHanayiH |, |l waTHbl cyganraadbl yp AyH 6a WN3pC3H rax Henese)-biH
cypanraaHbl AyH;

4.29.11. YnamxnanT Xop Oonoxsir HOTMOX XOpblH 3X CypBarmkuiH Tanaapx
M3433N3n;

4.29.12. Om cypnansiH canbap 3eeneneep GatnyyncaH Xaparnax 3aasap;

4.29.13. AHxaard 60MoH XO8pA0ry CaBnanTbiH BHreT 3ypar, 3arsap, 433X (SMuar
onrox Hexuen, BypTranuiH gyraap 6udmx Tanbapeir 3aacaH 6anx);

4.29.14. BypTryynax OMWMH VHUAT 6eeHWit BONOH IKWKUIMSHIUAH  YHIT3M
XapbLyyncaH cyganraa;

4.29.15. |Llaapgnarataii TOXVOMAONA ragHbl WTI3MXNArAC3H nabopaTopuiiH
LWWHXUNr33HUA 6ONOH Ta3BpUIAH Teribepuind 6apumT,;

SMUIAH Tyyxuin aguiiH Byptrana gapaax 6apumT Buuryyauir 6ypayynHa. YyHA:
4.30.1. 3MuitH Tyyxuin ag BypTryynax anbaH XycanT, X3parnasHui sesuag rapax
YyaHap, awynryi GavaneiH GaTtanraanbl AYrHSNT, 3aX 333MWWAH dapaax TaHgant
cypanraa Xunx axnblH Tenesneree,

4.30.2. YAnasapunH apx Oyxui anbaH TywaanTHbl H3p, rapbiH ycar, Tamra
Tamarasp GaranraaxyyncaH MoHron Yncag TyxanH 6yTaargaxyyHuir Gyprryynax
©preanunH 3x Xyeb;

4.30.3. YiAnaBapwitH TaHunuyynra (LaacaH 60noH aneKkTpoH xanbapaap);

4304. Om yungeapnanuiH  3oxucton  paapgan (GMP)-biH - rapuunras
(YynasapnaryuinH 6atanraaxyyncaH xyynbap);

4.30.5. Man, ambTaH, ypraman, apaac, 6airanuiid rapanTai Tyyxuin ag 6on rapan
YYCnuiH 6u4yunr, ToA0pXOUNonT;



4.31.

4.30.6. Tyyxuin 24uAr  LUMHXWNC3H YANAB3IPN3rYMnH  nabopaTtopuiiH
LUMHKUNTI3HWIA AYHIUIAH 3X XYBb;

4.30.7. AxnbiH anGatai ra3p33 Oyxuh UTrAIMXKXNArAcaH  nabopaTopuiiH
LWWHXUNTI3HWA OVH;

4.30.8. AHxgard 60MnoH xo€paord caBnanTbiH BHreT 43Mraman aypar,

4.30.9. Waapanarataim TOXWMONAONA ragHsl UTr3MXN3racaH nabopaTopuink
LUMHXUNI33HMIA BONOH T33BpUH TenbepuintH 6apumT,

NmnopThiH oHoWwNyypbIiH BypTrang gapaax 6apumt oudryyaeir 6ypayynHa. YyHa:
4.311. Onownyyp Byptryynax GauryynnarblH anbaH XycanT, X3p3arn3aaHun
ABUag rapax YaHap, awynryi 6ananeiH 6atanraaHbl AYrHINT, 3ax 333NuAH Aapaax
TaHaanT cyganraa Xuix axrbiH Tenesneree;

4.31.2. YAnaeapuinH apx Byxuin anbaH TylwlaanTHbl H3P, rapbiH ycar, Tamra
Tamaraap OaranraaxyyncaH MoHron Yncag TyxamH OyTaaraaxyyHuAr GypTryynax
epreanuiiH 3x XyBb;

4.31.3. YnaBapuitH TaHunuyynra (LaacaH 60mnoH anekTpoH xanbapaap);
4.31.4. YWNAB3apNarYunH 4aHapbiH yaupAanarbiH TOTTOMNUOOHbI  FIp4YMra3
(1S013485)-Huin xyynbap (ynnasapnardy 6aranraaxyyncaH 6anx);

4.31.5. Mapan yycnuilH yncpaa “oHownyyp” rac3H aHrunang OpCHbIr
Togopxonnox Gapumr;

4.31.6. OHownNyypbIiH EPeHXUA TOAOPXOWNONT, ©BEPMEL] Y3YYNanTyya,
431.7. OHoWNYypbIr WWHXWNC3H NabopaTopuiiH LUMHXWAMTIHUA AYTrHINT,
3arBap A33XWUWr TypLUCaH AYHryvyAa,;

4.31.8. WnHxunrasHmum apcaan 60noH xsHanTbiH Tanaapx AyrHanT,

4.31.9. OHownyypbiH  yAnaespnan ©6onoH  3areaptal  xamaapanTtau
TeXHUKUNH BapumT BonoH Batanraaxyynant,

4.31.10. OMH3N3YWH YHANra3, cyganraaHsl AyH;

43131 OMH3MTMAH M3PraXkUnTHYYA34 30pUYyNcaH X3parnax s3aasap, MOHIoOn
OpYYYIrbiH XaMmT;

4.31.12. AHxaar4 60noH Xo&phory caBnanTbiH ©HreT 3ypar, 3arsap 433X;
4.31.13. Waapanaratan Toxuonaona ragHbl UTFAMXKNSrAcaH nabopaTopuinH

LUMHXUNIa3HMA BoNoH T33BpuiiH Tentepuind 6apumrT;

4.32. YHQ3CHWA YWANQB3pWAH OHOWIyypbiH OypTrang papaax Oapumt  Gudryygwiar
BypayynHa. Yyha:

4321. OHouwinyyp 6yptryynax BawryynnarbiH anbaH XycanT, X3parna3Hun
ABLaA rapax YaHap, aoynryi 6ananeiH 6atanraaHbl AYrHINT, 3aX 333NUAH Aapaax
TaHAanT cyganraa XMinx axnblH Tenesneres;

4.32.2. Yunasapuind apx Byxun anbaH TywaanTHbl H3p, rapbiH ycar, Tamra

TaMarasp BatanraaxyyncaH TyxanH OyTaargaxyyHudr GypTryynax epregnuiiH ax
XyBb;

4.32.3. Y 4Bapnan seyynax Tycran 3eBLU6epnvnH rapumnrasHum xyynoap;
4.32.4. YnaBapuinH TaHunuyynra (Laacad 60moH anekTpoH xanbapaap);
4.32.5. ByTaaraaxyyHun opu, Hainpnara, aroynryin 6anansiH y3yynanTyya;
4.32.6. Waapanaratan TOXWONAONA  OHOWNYYPbIH ©BEpMeL,  Maapar

YyaHapblIH Y3YYNanT;
4:32.7. Xaparnax 3aasap;



4.33.

4.34.

4.32.8. OHOWNYYpbiH ©BepMeL, M3AP3r YaHapbiH Y3yyNnanTuiH Tanaap
xon6Goraox Mapra)JivinH 3eBNeNUAH rapracaHd AyrHanT;
4.32.9. AHxgary 60n0H xoépaory caBnanTbiH HreT 3ypar, 3arsap A33X;

4.32.10. Waapanaratain TOXWONAONA raAHbel UTF3MXNAracsH nabopaTopuiiH
LLUMHXMUNrasHM 60noH TaaBpuH Tentepuintd GapumrT,

Wmnoptein BUB-HWIn BypTrang gapaax 6apumt Gudryyauir 6ypayynHa. YyHa:
4.33.1. BypTryynarumiii anbaH xycanT, XaparnasHuin sBuagd rapax 4asap,
awynryin 6angneiH 6atanraaHbl AYrHANT, 3ax 333NUAH Aapaax TaHaanT cyaanraa
XWX aXNbIH Teneeneree;

4.33.2. YinasapnarduiH 3px Oyxui anbaH TywaanTHbl H3p, rapbiH YCar,
Tamra Tamarasp 6GartanraaxyyncaH MoHron Yncag TyxanH OyTaargaxyyHuar
BypTryynax epregnvinH ax xXyBb;

4.33.3. YnasapuinH TaHunuyynra (LaacaH 60moH anekTpoH xanbapaap);
4334 Byprryynary GawryynnareiH BB wumnopTtnox, xyganpax, XaHrad
HUIANYYN3X VAN aXkunnaraa 3pxnax Tycrai 3eBLUespnUiiH rapunnrasHni xyynoap;
4.33.5. YAnaBapnary He aM yAnaeapnanuiiH 3oxucton aapan (GMP) acxyn
“YaHapbliH yauvpAnarbiH TOrTONUOoOo", “XYHCHUIA awoynryi GaianbiH TOrronuyoo’,
“XYHCHUI YANAB3IPMANUiiH aloynbiH AYH LWMHXUTSd, 3raartan U3rvilH XsHanTbiH
xaHant” (1SO:9001, 1S0:22000, 1S017025:2018, HACCP)-bir H3BTPYYNCaH
rapumnraa (yunaeapnarduiH 6aranraaxyyncaH xyynbap);

4.33.6. Fapan yycnuiiH yncag bBWB-HuiA  aHrunang OpCOH  3CIXWUAT
ToZOpXONOX GapuMT GuYmr (YinnaBapnarduiti 6atanraaxyyncaH xyynéap),

4.33.7. TyxanH BUB-HUA 3KCNOPTLIH 36BLUBePe ICXYN YenseeT xyaaniaaxsbi
rapumnraa (ynnaeapnarduiH 6aranraaxyyncaH xyynobap);

4.33.8. YANABAPNArYMilH  3UCWIAH  BYT33raaxyyHa XviicaH nabopaTopuinH
LUVHXUNTI3HUA AVHTUAH 3X XYBb;

4,33.9. AxnbiH anbaTtal rapas Oyxuin  UTramxnaracsH  nabopartopuiH
LUNHXUTI3HWIA OVH;

4.33.10. ByTaargaxyyHuin opu, Haipnara, awoynryn GananbiH y3YynanTyya,
YANYNan, ceper HeneeHu Tanaapx GOMOH LWMHXWUNII3HWIA apra, apradynarn,
4.33.11. [eHeTMKMNH eepunenTei OPCOH OpL awurnacaH 3cdx Tanaap
YANAB3pnarYMinH To40pXoNnonT;

4.33.12. TyxaiH 6yTaargaxyyHuin Hapnarag ambp 6u4un 6uetaH opcor Gon
6uUuMn BUeTHUIA OBOr, TEPMUIAr NaTWH H3P33P TOAOPXOi 3aacaH ByTaaradXyyHWUI
naTeHTbIH Tanaapx ynaB3pnarduiiH TOA0PXONNONT;

4.33.13. Capraswwind  6ynart  Gartgar  opubir  awwdrnaaryi  Tyxan
YANAB3PN3rYninH TOAOPXOWNONT;

4.33.14. TyyxuiA 34WAH rapan  YYCNWAH 3puvnras, THAra3puinH  YaHap,
aroynryn 6ananeir batanraaxyyncas 6apumT;

4.33.15. Xaparnax 3aaBap Mmorron xan a33p 6Ganx (batnaracaH 3arBapbiH
paryy);

4.33.16. AHxpaary 60noH Xoépaory casnanTbiH 6HreT O3Mraman 3ypar, 3arsap
033X,

4.33.17. Llaapanaratai Toxuonaong ragHbl UTFAMXKNArAcaH nabopaTopuiiH
LUMHXUNT33HWIA BONOH T33BpUinH Tenbepuitd 6apumT,

YHAscHWA yhnaBapuiiH  BUB-Huin  GypTrang  pgapaax  GapumT  Ouuryyauiar

OypayynHa. YyHa:

4.34.1. BUB OypTryynaryuiniH anBaH XyCanT, X3parnasHuiA fABuUap rapax
YaHap, atoynryin 6ananbiH 6aTtanraadbl AYrH3NT, 3ax 333NVMAH Aapaax TaHaant
cypanraa Xunx axrnsiH Ternesneres;



4.34.2. FeHeTUKUIH Heew almrnacaH Toxuonaong apx byxuin 6airyynnaraac
ONrocoH 3eBLUeepnuitH 6aTnraaxyyncax xyynbap;

4.343. BUB-uiAr yiAnaBapnax Tycrail 3eBLUEePNUAH rapuMnradHmn xyyndap
Xyab;
434 4. YinasapuitH apx Oyxuin anbaH TywaanTHbl H3p, rapbiH ycar, Tamra

Tamarasp Garanraaxyyncad MoHron Yncapa TyxawH GyTaargaxyyHunr GypTryynax
epreanuinH ax xyBb;

4.345. YWNABAPNardMinH  3UCUH  DYTI3rgaxyyHA XWNCaH nabopaTopuiiH
LUMHXUNTI3HUA AVH;

4.3486. AxnbiH anbatai rapaa Oyxuil  UTraMXNAracaH nabopaTopuidH
LUMHXWUNTI3HUA OVH;

4.347. YpramnbliH rapantain BUB Gonm ypramnbiH H3p, OBOF, 3YANWAT
naTuHaap Guunx, Xuinx apra 60noH xan63puiir ToAo0pPXoNcoH GapumrT;

4.34.8. TyyXuin 3AUAH rapan YYCrWUAH r3puvMnras, TYYXUA 34MAH HIPCWIAH
)arcaanT, T3AraapuitH YaHap, aroynryn 6angneir 6atanraaxyyncaH 6apumT;
4349. ByTa3raaxyyHuiA opu, Haipnara, alynryn GangnbiH y3yynantyya,
YWANYNan, ceper HeneeHuh Tanaapx GOMOH LUMHXWUNTIdHWA apra, apradnan,
4.34.10. FeHETUKUAH eepunenTes OPCOH OpL| alurracaH 3caX Tanaap
YANAB3PNArYnuiH TOAOPXONIONT;

4.34.11. TyxaitH GyT33rgaxyyHuin Haipnarag ambf, 6uamn 6ueTarH opcoH Gon
6uuun BUeTHWA OBOr, TOPNWAr NaTUH H3P33P TOAOPXOW 3aaX, XIPX3H raprax
aBcaH 60M0oH ByT33rA3XyYHUIA NaTEHTbIH Tanaapx YANAB3pN3rdyuiH TOAOPXOANONT,

4.34.12. CapraswminH ~ Gynart  Gartgar  opubir  awwvrnaaryi  Tyxaw
YWMNAB3PN3r4YuinH TOL0PXOMNONT;

4.34.13. ByTa3raaxyyHuit xaparnax 3aasap (batnaracaH sarsapbiH garyy),
4.34.14. AHxaary 6onoH Xxoépaord caenanTbiH @HreT 3ypar, 3arsap 433X,
4.34.15. LlaapanaraTtain TOXMONAONA ragHbl UTT3MXNArACAH nabopaTopuitH

LUUHXXMNT33HUIA BONOH T33BpUH Tenbepuind 6apumT,
4.35. Xonboraox 3esnenuiH xypnaac “GypTraxryi’ WMAAB3p rapcaH 3M, 3MUAH TYYXUA
ad, oHownyyp, BUB-HWIn BypTranuitH acyyAnbir AaxvH X3nanuyynaxryn. XapuH xypnaac
yr 6yT33rA3XyyHW Tanaap Togpyynax 30punroop XomLnyyncas Toxuonaong Gyprranuir
xonboraox 3eenenuiiH Xxypnaap AaxvH XananuyynaH WunasspnyynHa.

Tag. ByptranuiaH gyraap

5.1. OmuitH BypTranuiH gyraap Hb OYPTraracaH 3MUIAH 3X YYCB3p, OYPTraracaH orHoo,
XYHWA aHaTOMUIAH ByTU3A cyypuncaH kog (ATC), aMuiar onrox Hexuen, XyBuiH gyraapbir
aryynHa.

9.2. YnceiH 6ypTrana GypTrarAcaH aMwir gapaax 3arsapaap Ayraapnax 6a Hap
TOMBEOHBLI Aapaax ToBunonbir awwurnada. YyHa:F/T/- aHx OypTrargcaH oH, cap, eaep-
ATC-Onrox Hexuen-TyxanH amuiiH gyraap (FT20161001AP00050)

| ToBunon | TaunGap
| Ox yycsap F Foreign=agaap Gytoy UMNOpPTbIH 3M;
EE Fast track=TyprasuuncsH 6ypTran
L Local=YHO3CHWI YANAB3PUIAH 3M
MoHrong aHx | 0000 Huwaasn6an: 2016=0H
OypTraracaH oH
Monrong aHx | 0000 Huwaan6an: 1001=10 capbi 01-HUiA eaep
BypTraracaH cap egep
A Alimentary tract and metabolism-Xoon
| BonoBcpyynax 3amMblH 3MrarT X3paryiax am




. ATC kop

Blood and blood forming organs-Llyc, uyc
TEMKYYNaX 3PXTHUIA 3MrarT Xaparnax am

(9]

Cardiovascular system-3ypx CyAacHbl TOITONLOOHBI
3MrarT_X3parnax am

Dermatologicals- ApbCHbI 3MrarT X3parnax 3m

Genito urinary system and sex hormones-LLaac,
6anrviAH Tortonuoo ©GonoH 63nruiAH aaBap

I ®0

Systemic  hormonal  preparations,  excl. sex
hormones and insulins-Banruit naaeap,
WHCynuHaac Bycan TOITONLOOHbI JaaspbiH
B3naAMan

General antiinfective for systemic use-HAHMMIAH
3CP3ar  X3parnax_am

Antineopalastic and immunomodulating agents-
XasapblH 3cpar BonoH fapxnaa Heneet Goawc

Musculo skeletal system-BynuuH, Tynryyp 3pxTaHUN
TOITONLIOOHbI 3Mr3IT X3P3rnax 3am

Central nervous system-Tes M3P3nunnH
TOrTONUOOHbI 3MFArT X3parnax am

Antiparasitic products, insecticides and repellents-
Mapa3uT, WasxuiH  3cpar Gangman

Respiratory system-AmbcranbiH TOMTONLOOHbI 3MrarT
X3parnax 3am

Sensory  organs-MagpaxyWH  3PXTOHUA 3MrarT
X3parnax am

Traditional medicine-Ynamxnant am

Various-OMuiiH  Tyyxuin 34 ©OonoH Oycag Tepen
Bypuith 6angman

Homeophaty-romeanatn 6angman

Onrox Hexuen

Ps
H

Prescription only=xopoop
OTC=xopryn
Narcotic=maHcyypyynax
Psychotropic=caTray HeneeT
Hospital=amHanruiH Hexueng

TyxalH aMuviH gyraap

00000

00050; 00051; r.m 5 undpaap

5.3. OHownyypbiH OypTranuir ayraapnaxag H3p TOMbLEOHbI Aapaax TOBHMObIr
awwurnada. YyHa: F-aHx OypTraracaH OH, cap, eAep-LUMHXUNradHWA Tepernj cyypuncaH
aHrunan-oHownyypbliH Ayraap (F20161001Bi00050)

Toeunon Tawunb6ap |

F Foreign=ragaag oyioy UMMNOPTbIH
Ox yycBap oHOLWINYYp

L Local=yHascHUM YWNABIPUAH OHOLUNYYP |
YncbiH BypTrang aHX | 0000-00-00 Xuwaan6an: 20161001 Gyoy 2016 OHbI |
BypTraracaH oH, cap, egep 10 capbiH 01 ‘

Bi Bi-Biochemistry-Buoxumu |

Cc Cc-Clinical chemistry-KnuuukuiH xumu |

He He- Hematology-lemaronoru
TP Tepena Im Im- Immunology -UMmmyHonoru |
CYYpUNCaH aHrunan Ih lh-lImmunohematology-

MmmyHoremartonoru ‘

Mb Mb-Molecular biology-Monekyn6uonoru

Mi Mi-Microbiology-Mukpo6uonoru f

Pt Pt-Pathology-laTonoru ‘




(o] 0-Other-bycaa
TyxanWH OHOLINYYPbIH Ayraap 00000 00050; 00051; r.m 5 uugppasp

54. BWB-HWiA BypTranuiiH gyraap Hb TyxaiH BWB-Huim ax yycsap, Morron Yncapg
BYPTraracaH OrHOo, YCraH Tamaarnaraa, BUB-HUin XyBUiAH Ayraapsbir aryynHa.

5.5. Byprrang GyprraracaH BUB-HA OypTranuitd gyraap ONroxgoo H3p TOMbLEOHbI
fAapaax ToBunonbir awurnada. YyHa: F-aHx OypTraracaH oH, cap, eaep-YCraH Tosunosn-
ByTaargaxyyHun gyraap (F20161001Supp00050)

ToBunon Taunbap
Ox yycBap F Foreign=lapaap Oytoy umnopTeiH BUB;

L Local=YHaascHuin yunaeapuiiH BUB; !
YnceiH GypTtrang  aHx | 0000-00-00 Yuwaanban: 201601001 Gyoy 2016 oHel 10
OypTraracaH OoH, cap, | capbiH 01
enep i
YcraHn Tamaarnan Supp Supplement-BuonoruitH na3BxT GyTaaraaxyyH |
TyxanH BUB-Hui gyraap | 00000 00050; 00051; r.m 5 umdpaap |

5.6. BypTronuitH rapunnrasr Har Xysb yunaax, dyptryynary Gawryynnarap onrox 6a
Xyynbapbir Hb axnbiH anbaHa apxvenaHa.

57. OMuiH OypTranuitH ropumnraaHg X33-UiH papra, OHOLUMYYpbIH BypTranwiaH
rapunnrasHg BOC3-UitH XypnbiH LUMARBAPUAr yHASCN3H X33-uiH fapra, BUB-HWiH
BYPTranuinH rapuunrasHg BUBC3-uiH XypnblH LWIMAAB3PUIAT YHASCNAH X33-UMH Aapra
rapbiH ycar 3ypx, IMA-Hbl Tamaraap 6aranraaxyynHa.

3ypraa. BypTranuiiH xyrauaar cyHrax, eepu4nex, Xy4uHryi 6onrox

6.1.  TyxaiH 3Mm, 3MUAH TYyXuin 34, oHownyyp, BUB-HUIAr aHx GypTryyncaH Haunryynnara
GYPTranuitH eepunenT, Xyrauaa CyHryynaxrai xonbooTow YWNAB3pnar4asc WpYyrcaH
GapumT Guanr, anbaH XyCanTUAr axnblH anbaHy XynaanraH erHe.

6.2. OM, 3MWAH Tyyxwin 34, oHownyyp, BB  6ypTryynary GypTranuiH Xy4UHT3A
xyrauaa gyycaxaac Xoép CapbliH 8MHe Xyraliaa CyHryynax XycanTuur rapraHa.

6.3. OmuwiAH 6ypTranuinH  xyrauaar CyHryynaxapg Aapaax 6Gapumt  Budryyawiar
BypayynHa. YyHa:
6.3.1. BypTranuinH xyrauaar CyHryynax Tyxan yunasapnarduiH anbaH xycanT,
6.3.2. Yunaeapuith 3px Oyxui anbaH TywaanTHbl H3p, rapbiH YC3r, Tamra
TaMArasp BartanraaxcaH, TyxaH 3M, 3MUAH TYYXWA 3AWAH Xyrauaar CyHryynax
epreanuH ax xyBb;
6.3.3. IOMB-bIH XuUwWruiH Zdaryy apx Oyxuin Gawryynnaraac Garanraaxyyncad
aMUAH  BYTaaraaxyyHui cepTudukaTbiH - 9X  XyBb  3cxyn anbaH  écoop
BartanraaxyyncaH XyBb (3MUIAH TYYXWA 3434 Xamaapaxryin),
6.3.4. Om  yungesapnanuiH  3oxucton  gagan  (GMP)-biH rapymnrasd
(yinaeapnaryvinH 6atanraaxyyncad xyynbap);
6.3.5. AxnblH andartai rapaaTail UTTAMKINITAC3H NabopaTopuinH LUMHXUNT33HWA
AYH;
6.3.6. OM cyananbiH canbap 3eBnenvinH Xypnaap 6aTtnyyrncaH x3parnax 3aaspbiH
XyBb (3MUIAH TYYAUI 3434 Xamaapaxryi),
6.3.7. Xyrauaa gyyccaH OypTranuiik rapynnradHnia 3x xXyBb,



6.3.8. AHxaary OOfOH X0&pAory CaenanTbiH ©HreT 3arsap 3ypar (3MWAr ONrox
Hexuen, 6ypTranuiiH ayraap Guuux TanGapbir 3aacaH Oanx, aMUAH TYYXUA 3434
Xamaapaxryi);
6.3.9. Byptryynary Gairyynnaraac yHA3CHUA YANABIPT YWNABIPNIrAA3T 3M3HA
XUNCAH 3aX 333MUNAH 3P3NT X3Paruas, XYPTIIMKUIAH cydanraa (IMuiH Tyyxui 3434
xamaapaxryu);

6.4 OHownyypbliH GypTranuitH xyrauaar CyHryynaxag gapaax Gapumt Guudryyawiar
BypayynHa. YyHa:
6.4.1. BypTranuinH xyrayaar cyHryynax antaH xycanr,
6.4.2. YAnasapnardunH apx Oyxuin anbaH TywaanTHbl H3p, rapblH ycar, Tamra
TAMArasp GaranraaxcaH, TyxaH OHOLWMYYPbIH Xyrauaar CyHryynax epreafiminH ax
XyBb;
6.4.3. YAnAB3pnaryuinH 4YaHapblH  youpAnarbiH  TOMMONLOOHbI rapyunraa
(1SO13485)-Huin xyynbap (ynnasapnary 6atanraaxyyncaH 6aix);
6.4.4. OHOWNYYpPbIr LWWHXWUNCSH NabopaTopuitH LUMHXAMTIBHWUA OYrHANT, 3arsap
O33XUIAr TypLucaH AYHryya,
6.4.5. AHxgary 6onoH xoépaory caenant (aHx 6ypTryyncaH 60M0H 0400MMiAH)-bIH
©HreT 3arsap 3ypar;
6.4.6. OMHAMNMUAH MIPraXWnTHYYASA 30puyncaH xaparnax 3saasap (BOC3-eep
BaranraaxyyncaH 6anx);
6.4.7. Xyrauaa ayyccaH OypTranuinH rapyunradHuim ax XyBb;

6.5. BWb-HWiA Xyrauaar cyHryynaxag aapaax 6apumt ouuryyauir OypayynHa. YyHA:
6.5.1. BypTranuiH xyrauaar CyHryynax Tyxan YAnasapnarduiH anbaHd xycanT,
6.5.2. YanasapnaryunH apx Oyxuin anbaH TywaanTHbl H3p, rapbiH ycar, Tamra
Tomarasp GaTanraaxcaH, TyxaH BWB-HUi xyrauaar CyHryynax epreanuiH ax
XyBb;

6.5.3. BUB-HuI aroynryin BananbiH Tanaapx M3433n3r7;

6.5.4. BUB-HUI x3parnax 3aasap (BUBC3-eep H6aTanraaxyyncaH 6anx);

6.5.5. Xyrauaa gyyccaH bypTranvitH rap4ynunrasHum ax xXyBb;

6.5.6. AHxgard 60N0oH Xo0épaory caBnanTbiH 8HreT 3arsap 3ypar,

6.5.7. AxnblH anbaTan rapaaTan UTraMXNaracaH NnabopaTopunH  LUMHXUIT3HUA
AYH,

6.6. AxnblH anba Hb GyTaargaxyyHuii BypTranuiiH xyrauaa CyHraxrain xontooTonroop
AMUIH rax Henee, awoynryd GananbiH M3A33NNuMAH Tawnadr AM cyananeiH candap
3eBreneec, ByTaaraAaXyyHU YaHap, atoynryin 6angnbiH Tanaap MapraxnuiH XaHanTbiH
epeHXuil raspaac, 3ap cypranuunraaHbl 3epynuiH Tanaap Llynapra epcengeeH,
X3p3rnaryninH Tenee raspaac xonborgox caHan, AyrHanTuiar ynupan 6yp asy X33-4
TaHunuyynHa.

6.7. YWnaBapnaryaac TyxanH OyTaaraaxyyHuin ynaBapnanuiiH TexXHomnorw, cyganraa
WWHXUNT33HUA VP AYH, 3MWAH 3MYUNradHuii yp Henee 6onoH 3ax 333nuiiH 3panT
X3PAruadHa HUALYYN3H 3MUIAH YaHapbIr camkpyynax 30punroop 3ucuitd ByTaaraaxyyHs
XUk By eepunenTyyaunr axnbiH anbaHg Magdamk, X33-AH Xyprnaap XananuyynHa.
YYHA:
6.7.1. AHxpgard, xoépgory caenantbiH esp4ynent (xasrnanT, casnanTbiH
3arBap, Xamxa3, martepwan eepudneraex, Gap koa, noro, ranorpamm, LUyspan,
BypTranuiiH ayraap, YWNAB3pnaracaH GOMoOH Ayycax XxyrauaaHbl M3433MnnuiH
Garpnanbir eepynex, aHxaapyynra, CIpPaMXIIYynar, acpar 3aanT, rax HeneeHui
M3433NNUAT  TOQOTrOX, X3parnaryug 30puyncaH M3A23NNunur eepunex, 3ypar,
xonBoraox M3a33nan 33pruiar HaMaXx, xacax),



6.8.

6.9.

6.7.2. Byx TepnuiH Wwaxmarn, kancyn, naa 39par aMuiiH xanbap 4aapx oununrnan,
TaHuxX Tamaar, 63ax aprunr eepunex;

6.7.3. HamanT casnanr;

6.7.4. X3parnax 3aaBpbiH €6punenT (3MWUIAH X3p3rnax 3aaBpbliH XyBbA LLWHA3P
©BYHUI 3aanT HAMArg33ryn Toxmongona),

6.7.5. SMUIAr onNrox HexXLNWH eep4nenT,;

6.7.6. SucuitH ByTa3rAaxyyH GOMOH YHACAH YANYNary 60AWCHIH LUMHXUNTI3HUN
apra, apradnanbiH eep4nent,

6.7.7. TortBopTot GananbiH cypanraadHbl AyH, Xagranax Xyrauaa, Xxagranax
HeXLNUH eepynenT;

6.7.8. TyxaitH YANABapNarduiH Hap, XasarMitH eepunenT (TyxailH yinaBapnarduiii
H3P 3CXYN Xasr @epPYNeraceH, rapan YYCuinH ync eepyneraeeryit Toxuonaona);
6.7.9. JIueHs3 333MWNMYUAH HIPUAH 8epyYnenT,

6.7.10.Tycnax 6ornoH 6ygary 6oaucklH Hanpnara, TYHMMIAH eepynenT (onoH yncag
3eBLUeEperaceH 604ncoop Conux r.m);

6.7.11.3MUiAH BYyT33ra3xXyyHUAr YUNAB3IPNax YN axunnaraaHbl ©ep4nent,
6.7.12.3MUiAH BYTI3rA3XYYHUIA XydangaaHbl HIPUAH eepunenT (YHAC3H yrhnunary
6onoH Tycnax Goauc, TyYYHUIA TYH X3MX33 eepuneraeeryin Toxmongona),;

BypTrang eepunent opyynaxag gapaax 6apumt Guuryyauir 6ypayynHa. YyHA:
6.8.1. BypTrang espunent opyynax Tyxaw yAnasapnarduind anbax xycanr,

6.8.2. YunasapuiH apx Oyxur anbaH TywaanTHbl H3p, rapbiH YyCar, Tamra
Tamaraap 6atanraaxcaH, TyxanH GyTaaraaxyyHa eepunent opyyrax epreanuinH ax
Xy3b;

6.8.3. ©epunenTTait xon6ooTow A3NrapaHryi Taunbap, xonborgox GapumT Ou4Ur
(aHxgard 6a xoépaory caBnanTt eepuneraceH 6on xyyy4uH G0MOH LWWHS 3arBapbiH
OHreT, ABNIaMan 3ypruir xapblyynaH xaBcaprax, 3UCUWH OyTaaraaxyyH, YHAC3H
yiAnNunardy GOAMCHIH LUMHXUMTI3HUIA apradnang eepynent OopcoH 6on axubiH
anbaTai rap33 Oyxuin WTTAMXKNAAC3H NabopaTopuiiH  LUMHXUNTA3HUA - AYHT
XaBcaprax rax Mar);

6.8.4. TorteopTon OGamanbiH cyaanraaHbl AyH, Xagranax xyraudaa, xagranax
HEXLNUAH ©8pYNenTUnH XyBb[, LUMHX334YUAH AYTHINT,

6.8.5. XyaanaaaHbl H3pUMH 8epYnenTuitH XyBba BypTranuitd 6ypaH Gapumt Ouyur
BypAayynHa.

X33, canbap 3eeneneec gapaax TOXMOMAONA 9M, 3MUAH TYYXWA 3[4, OHOLUYYD,

BUB-HUi BypTranuir XyumHryn 6onroHo. YyHA:

6.0.1. Mapan yycnuiiH ynceiH BypTranasc xacaracaH 6onoH xaparnaxas 60nbcoH
3M, SMUIAH TYYXUi 34, oHownyyp, BUB;

6.9.2. bypTryynary GonoH yMnaB3pnaryaac GypTranuir xyyuHryi Gonrox anbaH
XYC3NT UPYYIICaH;

6.9.3. TaHganT cyganraaraap TyxaiH OyT3argsxyyH daHap, awoynryi 6anansiH
Waapanara xaHraxryit 60noxbir UTF3MXKNArAC3H acxyn nasnaraa nabopaTopuiiH
WKMHXUNraa 6GonoH 6ycap 6GapumT Ouuur, cyaanraadbl AyH, MIPraXxnuiH
BanryynnarbiH AYrH3NT33p HOTMOrACOH;

6.9.4. Xyypamy OGapumt Ouuur OypayynaH OypTryynax, OypTranuir eepunex,
Xyrauaa cyHryynaxram xonbooToi wwinas3p rapryyncad 60n0xbir TOrTOOCOH
LWMHX334, XYYnb, XAHANTbIH 6anryynnarbiH gyrHanT,

6.9.5. TyxaiH OyTaaraaxyyHur Yadap, UAsBX, awynryin 6angneiH Tanaap apyyn
M3HAWAH Gairyynnara, Mpragaac MpPC3H FOMANbIH Mepeep Xyyfb, M3IpraxnuiH
XAHanTbiH Ganryynnara wanraH LWWAAB3PNACHUA Aaryy OypTranasc xacax caHan
WpYYICaH;



6.9.6. ByT23raaxyyHun yaHap GONMOH HOLTON rax HeneeHun ynMmaac xyHuid amb
3PC3ACAH, yAaaH xyrauaaraap 3MunyyncaH, XenknuinH Gapxwaantand  Goncow,
xepaenMepuinH Yageapaa anacaH Hb xonboraox Xxyyrnb, XsHanTbiH GanryynnarbiH
WwanranTtaap HOT/OrACOH,;

6.9.7. OMUUNras OHOLWIMOroOHbl CTaHAapT, 3aaBap, yaAupAamMX, 36BreMXeec
XacaracaH, Xaparnaxas 60nbCcoH;

6.9.8. AOMB GONOH TyXailH YNCbIH 3M, XYHCHUA 30XWUYynanTbiH 3px 6Gyxui
Ganryynnaraac TyxanH OyT3araaxyyHWAr Xaparnaxuir XopurrocoH Tyxaii rapracaH
LWMAABAD;

6.10. BypTranaac xaccaH GOMOH 3ax 333M133C 3PryynaH TaTax WWAAB3P rapcax
TOXVMONAONA XYPrblH TAMAIINAN rapcHaac Xowll aXnblH 7 XOHOMUAH JOTOp X0NnboraoX
XyYynb, XSHanTblH Ganrynnarag Maga3rnx, Laxvm M3A33MNniAH caHa eepunenT opyynHa.

6.11. BypTrona OypTraraceH aMm, 3MWIAH Tyyxui 3, oHownyyp, BUB-HA GypTranuvitH
fapaax TaHganT cyfjanraa xwuitx waapgnaratan Gon X33-eec axnbiH yANPAANKNIAT
BaTank, TaHaanT cyganraa xumx 6aruinH BypanaaxyyHUAr TOMUMNHO.

6.12. ByT3argaxyyHuin GypTranuir CyHryynax XyCanTuiAr 3HAXYY XypMmblH 6.2-T 3aacaH
xyrauaaHp uvpyynasryin toxwongong OypTronuiH Xxyrauaa AyyccaH eapeec 3dXnoH
BYpTranryita TOOLOX axnblH anba BypTranasc xacaracaH TAMAIIMAraar MaA33HUA CaHp
XWUAH3.

Honoo. bycag

7.1. X33 6GonoH canbap 3eBnenviH Xypriaap Xananuyynax 3Mm, SMUAH TYyxui 3p,
oHownyyp, BUB-Huin BypTranuiiH 6apumT Guuruiar anbaH Guunr, X3priH cTaHAapTbiH
paryy 6atanraaxyyrnaH, axnbiH anba Hb xonborgox sesnen, canbap 3esnenuiiH HapuiH
BUYrvitH aaprag axnbiH 5 XOHOrMIAH 8MHe MPYYI3H XypribiH TeNeBnereeH TycryyrnHa.

7.2. Byprryynary 6Gawryynnara OGypTryyncaH OyTaarasxyyHuinxasd uaHap, awynryi
Ganpang TaBbCaH XAHaANT, cyganraadbl TawnaH, AYHIWAH Tanaapx YH3H 36B, 6oaut
M3aa3nnasp X33, canbap 3eBNenNUIr xaHraH axunnaxa.

7.3. byptryynary Gawryynnara OypTranuiltH Xypaamkunr HIX3MXUNC3H XyrauaaHg
Gaparayynax 6ereef LMHXI34YMAH AYTHINT rapcad GONOH LUMHXUMM33 3X3NCHI3C XOWL
BypTryynax xycanTtuir Byuaaxryi.

7.4. BYpTronuitH Xy4vHTaM xyrauaa Gyxuii ynceiH GypTranuiiH rapumnrasr OypTryynary
Gairyynnara xynasH aeaaryl Toxuwongona Mowxron Yncag WMNOpPTNOX, TYrasx,
3MH3MMUIAH TyCNamX YANYUNraaHa X3parnaxuir XopurnoHo.

7.5. X33, canbap 3esneneec GypTranaac xacdy, 3ax 333M133C 3PryynaH rarax wuiaeap

rapcaH OyTa3rgaxyyHwWir 3ax 333M33C JpryynaH TaTax 3apaneir GypTryynary Tan
XapuyuHa.

7.6. TyxailH OYT3arQaxyyHUWAr X3parnax sBUafd XYHWA 3pyyn M3HA, aMb Hac, 34uAH
3aCTUAr XOXMPOOCOH Hb Xyynb XAHanTbiH Oairyynnaraap TortooracoH 6on  yuupcax
XOXMPIbIr TyXarkH YUNAB3IPNard, HUANYynard Tan xapuylax daparayynHa.



Haim. Byptronuiti 6apumT buurnir xagranax, awmrnax
8.1 BYPTracaH 3M, 3MUIAH Tyyxuin 34, oHownyyp, BUB-HUA MafaaHuin caH, OypTranuiH
apxvBbliH GapumT Guuruitd Hyyunan, Gypan OyTeH Baignbir axnbiH anba xapuyuax,
‘APXVBbIH TyXaw Xyynb’-WiiH aaryy xagranda.
8.2 ApxuBbiH GapumT Buurnir 3eBxeH anbaH XaparuasHA 3opuyncaH Gairyynnarbid
“ApxvBblH BapuUMT alunrnax, naenaraa xyynéap onrox” XXypMbIH garyy awurnasa.

--000--



3pyyn MaHAWIH caingbiH 2019 oHbl
(h.capein / e,qpmMHf)&f'qyraap
TywaanbiH Xxoépayraap xaBcpanT

SM, SMUNH TYYXUN 3[], OHOLUIYYP, BMOJTIOTMH NASBXT
BYT33rA3XYYHUW BYPTIINMUNH TONBOP, SAPANbIH XXULLINT,
SAPLIYYNAX XKYPAM

Har. OM, aMWitH TyyXuit 34, OHOLLNYYP, GUONOrMAH UA3BXT BYT33rA3XYYHUIN GYpTranuiiH
Tenbep, 3apaAnbIH XALWUr

1.1. bByptrang am, amuitH Tyyxuia 3a, BUB, oHownyyp BypTrax yin axunnaraaHbl Xernc
(Uaawma “OypTranuiH Tendep” rax)-uAr emMynMinH xandapunr yn xapransaH ynceliH T6CEBT
TenHe.

1.2.  3Mm, 3MUIAH Tyyxuit ag, BUB, oHownyypbiH BypTranuinH Tenbepuir OypTryynard Tan
xapuyuax 6a TyxanH OypTaargaxyyHuin GypTranuitH acyyansir X33 6GonoH X33-uiH
BOC3, BUBC3-uitH xypraap Xananuyynaxaac eMHe yNCcbiH TeCeBT TenceH GanHa.

1.3. apaan sanwTaap xuiraax Tendepwir am.gonnapaap xunx 6a TyxaH eapwiiH
MoHron6aHkHbl XaHwaap ToouHo. [agaag WWDKYYNMUAH - LUMMTISNMAr - Tenery
Banryynnara xapuyuHa.

1.4. ByptranuinH Tenbep Hb ByLaaH TeNsx HEeXUSNIyWrasp gapaax XeamxaaTan GaiHa.
YyHA:

s | Evarianiiki setian Ten6epuitH Xamxa3 /Ter/ |
YP P BypTtrax CyHrax
1 | IMNOPTbIH 3MWUIAH TYPraBYUncaH dypTran 900,000 600,000
2 | AMNOpTbIH 3MWUIAH 3HMUIAH BypTran 800,000 | 600,000
3 | YHO3CHWI YINABIPUAH 3MUIAH BypTran 400,000 | 250,000
4 | OMUMH Tyyxuv 3auinH BypTran 500,000 300,000
5 | 4 Ga TyyH33C A93lU Haupnaratan HUANMan Hapnararau
MMNOPTBIH 3MUAH BypTran 1,800,000 i i
6 ;:g:g;lmu YWNABIPT YWNABIPNaraaar UMNopTbiH aMUAH 1,600,000 600,000
[ é;%gje}c Bopnoroop 6ypTraxaap TenesneceH 3MUAH 300,000 600,000
8 | IMnopTein BUB-HWi GypTran 800,000 | 600,000
9 | YHaacHui yinaeapuind BUB-Hui BypTran 400,000 250,000
10 | IMnopTbiH OHOLWNYYPLIH BypTran 300,000 250,000
11 | YHA3CHWIA yANABIPUAH OHOLINYYPbIH BypTran 200,000 | 150,000
[ 12 | BypTtranuinH eep4ynent am, BUB 300,000 -
| 13 | BypTranuiiH eep4nent oHOLWNyyp 200,000 | -

1.5. BYPTranuiiH LWKWHX334 axunnyynax, XyHu# aMuiiH 3esnen 6ornoH TyyHui canbap
36BMNeNUIAH TULWYYA3A Xypana OpONUCOH Laraap TOOLIOH aXnblH Xernc onroxod Aapaax
XULLrMiAr 6apumMTanHa.

Ne | Yin axunnaraaHbl Tepen XaMKMUX HINK YH3 /rer/
1 [ X33, canbap 3eBnenuitH rULYyYAWAH aXIbiH 1 xyH/uar 20,000
xenc




[ 2 [ ®apmakoneitH XOpOOHbI FULLYYAUIAH aXMbIH 1 xyH/uar 20,000

xenc '

3 | OMHA-Hbl [43pragsx MAIPraXNUAH  36BMENUIAH 1 xyH/uar 20,000
rULLYYAWNH aXnblH Xenc

4 | OMuH  M3gaanan  CITIYYNWIAH  peaakuUuidH 1 xyH/uar 20,000
36BMNeNUAH MULLYYAUAH 2XKIbIH Xenc

5 ’ " 3 1 LUMHXKIIY/EM 150,000
3OM 3y, IMHIN3YWH LLUMHXKIIUYUIH Xkl X6Inc

6 OHOLL 3YMH LLUMHXI3YUIMH 2XKbIH Xenc tiaton)l 100,000

OHOLLINYYP

7 | BUB-HUA WMHX334YMIAH @XIbIH X6Nc 1 WnHX334/BUB 100,000 |

8 | GMP-WiH LUMHXKI34YMINH @XI1biH Xenc 1 WKWHX334/ynnasap 100,000

9 | Xypan, yin axunnaraaHbl 3apaan 1 xyH 5000

X0&p. OM, 3MUIAH TYyxXuit 34, OHOLNYYp, BUonNorvitH NASBXT ByTaaraaXyyHUA
BypTranuind TenGepwinH 3apuyynant

2.1. BypTranuiH TenbGepuiir AxnbiH anbaHbl TeCeBT 3apAang Tycrad Gatnyymk Aapaax
YN axunnaraaHg 3apuyynHa. YyHA:

2.1.1. MaaHbl BONOH YHAICHUA YIANABIPTIN TaHUNLAX, CyAnax, 3pCAMUAH YH3NIad
XWX, YUNAB3IPNarYyunH Tanaap naenaraa asax;

2.1.2. OMuiAH 3ax 393nuiH OOMOH KA®BX, YaHap, awynryn GanansiH TaHaanT
cydanraar TortmMon ssyynax;

2.1.3. TaWpant cyganraa sByynax YAn  axunnaraadg  lWwaapanaratau
M3PraXXMNTaH, YHINr33HuA Garvnr rapaarasp axunnyynax sapgan;

2.1.4. OMUIH rax Heneer BypTraH M3A33M3X YN axunnaraatain xondorgox yun
aXxunnaraasbl 3apgan;

2.1.5. SMUIAH raxk Heneer M3433N3X, M3433M3 CONMWUNLOX OfIOH YNCbIH XAHANTEIH
TEBUIH MULLYYHYN3nuitH Tenbep (Yncanna onoH yncbiH XAHaNTbIH TeB);

2.1.6. BYpTranunH LUMHX334AUAH aXXIblH X6nc;

2.1.7. WuHxasung OGonow OypTryynary Oauryynnarag 3o0puyncaH cyprantbiH
3apaan;

2.1.8. BypTranunH rapuynnrasa xasnyynax;

2.1.9. GMP-uiaH 6aTnamKuinH rap4ymnraa xasnyynax;

2.1.10. Waapgnarartan 3apum yin axunnaraaHp OMoH YNCbIH 38B/16X, LUMHX334
axunnyynax;

2.1.11. OnoH yncblH Y33CranaH sapmar, xypan 3esnereeH, 60rvHoO xyrauaaHsl
cypranT cemuHap, TaHunuax asnang XyHuii SMUnH 3eBrenuiiH rulyya, xondorgox
M3PraXUnTHYYA, WWHXIYAUUT oponuyynax;

2.1.12. O™ 3yiH canBapbiH Xyynb 3pX3yi, 30XULYynanT, X3pankunTag aluurnax
HOM, TOBXUMOM, rapbiH aBnara, 3MWMH M3433N3N C3Tryyn, 3M 3yWH Y3YYnanTuar
X3BMyYnax;

2.1.13. DMUAH 30XUCTON X3P3IrN33HUIA MBA33N3N, CypranT cypTanyunraa;

2.1.14. M3A33HWIA CaHTWAH TOITBOPTOM YN  axwnnaraa, ©ap Kogxyynax,
LUMH34YMaN XviAX 3apaan;

2.1.15. MoproxnuiH ragaag, A[OTOOA X3BMan, HOM TOBXUMOM, M3IAAAN,
3axmanax, UHTepH3T 3pX aBax;

2.1.16. Tepeec 3pyyn MaHAWMH Tanaap GapumTnax 60ANOrbiH X3PINKUNTUAT
XaHraxag waappgargax sapgarn,

2.1.17. X33 GonoH TyyHuin canGap 3esnen, dapmakoneriH xopoo, 3M 3yW, OM
CyAnanbiH M3praxnuiiH canbap 3esnenvitd Xypan, yin axwnnaraadbl 3apgan,
2.1.18. XKypMbIH X3pankunTag XaHanT TaBux yun axunnaraa,

2.1.19. Tepeec apyyn MaHAUMH Tanaap 6GapumTnax ©GOANOrbIH 3M3YAH YWn
axunnaraar xapankyynaxran xonboracoH 6ycan yin axunnaraa;



2.1.20. YHA3cHWiA hapmakoneit GonoBcpyynax, XaBnyynax, 6asxunT Xunx;

2.2. AxnbiH anba ynceiH GypTranuinH TenbepuinH opnoro, 3apnarbiH TanniaHr axnbiH
an6aHaac xun OypuiH 1 ayrasp ynupang 6GarraaH OMA-Hbl 3OMm, yWnNABIpnan,
TEXHOMOMMAH raspblH  33XYX-T TainarHax, XyHuA 3MUAH 3eBnenuiH  xypanpg

TaHUnUyynHa.

--000--



3pyyn maHauiH cainabii 2019 oHbl

U6 capbin 2/ e,qpuﬁH,%é&\L[ﬁap
TyLiaanslH rypasayraap cpant

A. UMNOPTBIH 3M BYPTIYYNI3X ePreferi
APPLICATION FORM FOR REGISTRATION OF IMPORTED MEDICINES

OpreanuitH xanbap (xonborgox AepBemKUHT TIMAIN3)
Type of application (check the applicable box)

LLnuHaap BypTryynax
New registration

]
[]

[]

Xyrauaa cyHryynax
Renewal of registration

BypTrang espunent opyynax
Changes to an existing registration

Opreanuitd 1-p xacraac O6ycapir AHFMM X3MN O33p 3M YANAB3pNardy 3CXyn NUUEH3 333Mwnrd

BerneHs.

(To be filled in English by manufacturer or licerise holder except Part 1)

Business address

| X3Car. ePrefen rAPrArYMiH TANAAPX M3A33N31.

PARTI ©preaen raprard Hb TyxarH YinaBap SCXyNNULEeH3 a3amwmrynisr Moxrona
Teneenex Xyyns &CcHbl 9PXT3i TENeeNneryuinH razap scxyn TyxaiiH yinasap
3CXYN NWLEH3 333MLIMrYTOMA rapad Oyxud MoHron YncbiH aMm XaHrad
HuAnyynax Gairyynnara 6aixa.

APPLICANT'S INFORMATION

The applicant shall be an legal representative of a foreign manufacturer or
license holder in Mongolia, or a Mongolian wholesaler, who has a contract
with the manufacturer on registration of listed medicine(s).

Byprryynard  GairyynnarisiH

Hap

Name of organization

Byptryynary  GairyynnarbiH

xasr

LWyyaaHruiti xasr
Postal address

YTacHbl gyraap
Telephone number

dakcbIH ayraap
Fax number

E-main xasr
E-mail address

Xapwvnuax xyH, yTacHel gyraap
Contact person, telephone
number

11 X3Car.
PART I

YUNABIPNIMYMUAH TANIAAPX M3O33N31
MANUFACTURER INFORMATION

YAnABapnarduinH Hap
Name of manufacturer

YANQB3pnarduitH xasr
Manufacturing site address

LyyaaHruinH xasar
Postal address




YTacHbl gyraap
Telephone number

@DakcbiH gyraap
Fax number

Bab xasar
Web address

Xapunuax XyH
Contact person

E-manin xasr
E-mail address

JIMUEH3 335MLUMUIYNIAH H3p
Licence holder's name

JNIuueHs 333MWKMIYUIAH Xanar
Licence holder's address

111 X3Car.
PART IlI

BYTO3rASXYYHUM TANAAPX MBA33/13N
PRODUCT INFORMATION

OMuiAH xypannaassl
HapLMn

Proprietary name (trade
name)

OMUAH EPeHXMIA HapLIKUn
(xapBaa Gaiiraa 6on)
Approved generic name(s)
(use the INN, if any)

Yiinunard 604UCLIH HAP, TYH XaMX33
Name and strength of active ingredients

Hap TyHX3MX33 Hap TyHX3MX33
Name Strength Name Strength

1. 4.

2 b

3.

Tycnax 60anUCLIH H3P TYH XaMX33

Name and strength of inactive in

redients

Hap
Name

TYH XamMx32 Hap TyH xamx33
Strength Name Strength

1

2.

3.

4

ol

SMWIAH xanbap
Dosage form

Xagranax Hexuen
Storage condition

Xy4uHTa! xyralaa
Shelf life

LowroHel MoHUTOP

(3eBXxeH BaKUMHI XamaapHa)
The vaccine vial monitor
(Related only for vaccine)

CaenantbiH xanbap
Primary packaging

CaBnanTbiH xamxa3 (Hank 6a
GeeHeep casnacaH)

Packing size (unit and bulk
package)

Onrox Hexuen (xopoop,
XKOPry|, SMHINTUIAH HexUeng)
Dispensing category

(prescription, OTC or for




hospital treatment)

Xaparnax apra sam
Route of administration

XyHui GueniiH OyTay
IMYMNTI3HA CyypwuncaH
aHrunan

Anatomical therapeutic
classification

PapmaKkonorviti adrunan
Pharmacological classification

[agaap Gaitpan
Description

©Hre/Color Xan6ap/Form Xamxas/Size

Bypxyyn
/Coating

Bycapn/Other description

Xaparnax saant
Indications

Xopurnox 3aant
Contraindications

Ma433n3racaH rax Henee
List of reported side effects

©pTer LWKHrac3H 0eeHNA YHD
Wholesale Price

IV X3Car.
PART IV

BYPTIOMUMH TANAAPX M3/133N3J1
REGISTRATION INFORMATION

YANAB3pnacaH ynceiH Hap
Country of origin

YWNOBapriard acxXynivueHs
333MLUWIMYWIAH yNcag
BypTracaH ayraap
Registration number

in country of manufacturer cr
license holder

Yinasapnardy acxyn nuueHs
333MLUMIYUIAH yncag
BypTracaH orHoo

Date of registration in country
of manufacturer or license
holder

(dd/mmlyy)

TyxaiiH ByTaaraaxyyHWiAr
BYpTracaH yncoiH T0O, Hap
Number and name of
countries, this product was
| registered

V X3Car.
PARTV

YaHapblH  yAWpAnaroiH - TOrTONUOOTOW  OfOH  YNCbIH
Ganryynnaraac am BypTryynax Hexueng aH3 xacruir 6erneHe.
This part is required to submit a request for medicine registration from the
International Supply Chain Management System with a quality
management system.

XaHramxuiiH

YaHapblH
TOrTONUOOTOM
XaHramXuiiH
Hap

Name of the International
Supply Chain Management
System with a quality
management system.

yowponarsiH
ONOH  YNCbIH
Bawryynnarsiy

Xasr
Site address

LWyyaaHruidd xasr
Postal address

YTacHse! gyraap
Telephone number

dakcbIH gyraap




Fax number

Bab xasr
Web address

Xapwnuax XyH
Contact person

E-manin xaar
E-mail address

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

Dale. i Authorized signature...................ol
e et RIS BRDEMRE MR T i /name of the institution/
L R e B L s e BAAreES s s e

LLyyAaHMMIAH XaRPLEAT: ......ovenninininienanne IR e S o e S e B

R s e e e S S T AT e R R



B. YHO3CHUM YUNOABIPUUH M BYPTIYYNAX erPrefen

©preanuiiH xan6ap (xonGoraox AepBermKUHr T3MA3rN3)

B

LLnHaap BypTryynax
BypTrang eepunenT opyynax

Xyrauaa cyHryynax

| XSCar. YWNABIPN3MYUNH TANTAAPX M3L33N3AN
(Gpregen raprary Hb TyXaH amuiar yianasapnager Modron YnceiH
OMUIAH yanaeap GaiHa)

Hap

LLlyyaaHruinH xasr

YTacHel gyraap

DaKkcbiH ayraap

Bab xasr

Xapunuax xyH

E-main xasr

I X3Car.

BYT33rASXYYHUM TANIAAPX M333N13N

OMuiiH Xxygannaadsl
HapLun

SMUIAH ef eHXWIt HA3p
(xapsaa Gaviraa 6on oroH

YNCbIH HAp)

Yianunard 604MCbIH HIP, TYH XOMX33

Hap

TyH Hap
X3MXK33

TyHX3MX30

T

2.

3.

Tycnax 6oAMChIH HAP TYH XaMXKa3

Hap

TyH Hap
XIMHII

TyH xamxa33

1
2
3.
4

® N @ &

OMWitH xanbap

Xagranax Hexuen

XYYUHTAR xyrauaa

CasnanTtbiH xanbap

CaBnanTbiH XaMk323 (Harnk 6a
BeeHesp casnacaH)

Onrox Hexwuen (xopoop,
XOPryi, 3MHINIUAH Hexuens)

Xaparnax apra 3am

XyHuia Bueniin 6ytay
3MYWNTIHA CYypUncaH
asrunan

$apmMaKkonoruitH aHrunan

lapaapg 6angan

OHre | XanGap | Xamxaa

| Bypxyyn




bycaa

Xaparnax saant
Xopwrnox saant

MagaanaracaH rax Henee

YHA3CHWIA YANAB3IPNArYuniiH
aryynaxbiH yH3
HI X3Car. BYPTIANIUWH TANTAAPX M333N13N

YHAceH yinunary Gogvceir
YANaB3apnardyuMiaH Hap, ync

OMUAH YHAC3H YANYNary
Soauckir MoHron Yncapg
6ypTracaH ayraap, Xy4vHTaK
Xyrauaa

........................ (Hap) MUHUIA MoHron YNnchiH amuitd Oyptrang OypTryynaxaap upyyncaH Byx
BapumT Guunr yHaH Gereea eprefen Hb ax XyBb BaitHa.

................. ["apbIH ycar ......OH .....CED ......006p

................................................ laxnblH anbaHbl Hap/
B e e e e e e Al
LLyyAaHmMH XaMPLAT, ...ooovviieiiiiieiieeeees aenes
D Y e T N T s TRy e



B. UMMOPTLIH YNTAMXIANT 3M BYPTIYYII3X ePrefen
APPLICATION FORM FOR REGISTRATION OF IMPORTED TRADITIONAL

HOMEOPATHIC MEDICINES

OpreanuiiH xanbap (xon6oraox AepBeMKUHI TAMAIIMI)
Type of application (check the applicable box)

WnHaap BypTryynax
New registration

[]

=
[]

Xyrauaa cyHryynax

Renewal of registration

BypTrang eepunenT opyynax
Clkanges to an existing registration

©preanuiii  1-p xacraac Gycabir MoHron 3CcXynAHIMM Xan [A33p 36BX6H 3M YUNAB3pNard
BerneHe.(To be filled in English by manufacturer only except Partl)

| X3Car.
PARTI

ePrefen rAPrArdMnH TANAAPX M3[33N3/1. ©pregen raprary
Hb TyxaiH yAnaeapuiir MoHrong Teneenex Xyynb €CHbl 3pXTaii
TeneeneryuitH rasap 3CXyn TyxaiH IMUIAT YnABapnaryTain rapaa Byxuii
MoHron YncelH 3Mm xarraH Huinyynax 6airyynnara 6aiHa.
APPLICANT'S INFORMATION

The applicant shall be a legal representative of a foreign manufacturer
in Mongolia, or a Mongolian wholesaler who has a contract with the
manufacturer on registration of listed traditional medicine(s).

BanryynnareiH Hap
Name of organization

BaliryynnarsiH xaar
Business address

LWyyaarrvinH xasr
Postal address

YTacHsl gyraap
Telephone number

dakceIH gyraap
Fax number

Bab xasr
Web address

Xapwnuax xyH, yTacHbl gyraap
Contact person, telephone
number

E-main xasr
E-mail address

11 X3Car.
PARTII

e e

YWNABIPNAMYUH TANAAPX M333113M
MANUFACTURER INFORMATION

YAnOBapnar4viH Hap
Name of manufacturer

YiAngeapnarduiiH xaar
Manufacturing site address

WyyaanruiaH xasar
Postal address

YTtacHbl ayraap
Telephone number

dakcbiH gyraap
Fax number

Bab xasr
Web address




Xapunuax xyH
Contact person

E-m3in xasr
E-mail address

HIXSCar.
PART Ill

BYTOAr A3XYYHUW TANAAPX M3AS3NAN
PRODUCT INFORMATION

SOMWIAH XygangaaHsl
HapLnn
Proprietary name (trade

name)

Haitpnarap Gaitraa amsTaH, 3pa

CWIAH aHrNW MOHIOnN Hap, ypramribiH NaThUH Hap, XaMXa3

Latin name and strength of plants, Mongolian and English name and strength of minerals and animals in

component

Hap TyHxamxaa Hap TyHX3aMK33
Name Strength Name Strength

1 4,

2 5

3 6.

Tycnax 60ANCHIH HAP TYH X3MX33

Name and strength of inactive in

redients

Hap
Name

TyH XamMX33 Hap TyH XaMX33
Strength Name Strength

sk

2

3.

4

o N o

éMHIﬁH Xxan6ap
Dosage form

Xagranax Hexuen
Storage condition

XY4nHT3R xyrauaa
Shelf life

CasnanTbiH xanbap
Primary packaging

CasnanTbiH xamxaa (Hank 6a
BeeHeep casnacaH)

Packing size (unit and bulk
package)

Onrox Hexuen (opoop,
XOPryid, SMHINIMIAH HexXUena)
Dispensing category
(prescription, OTC or for
hospital treatment)

Xaparnax apra sam
Route of administration

XyHuiA Buenin ByTaL
SMYUNTIIHA cyypuncaH
adrunan

Anatomical therapeutic
classification

lapaap G6aitgan
Description

©Hre/Color Xanbap/Form Xamxaa/Size YHap/Smell

Bycapn/Other description

Xaparnax saant
Indications

Xopwurnox 3aanTt
Contraindications

M3pn2anaracaH rax Henee
List of reported side effects




©pTer WWHracaH 6eeHUin yHa
Wholesale Price

IV X3Car.
PART IV

BYPTI3AUUH TANTAAPX M3133N131
REGISTRATION INFORMATION

YANAB3PNAC3H YNCbIH H3p
Country of origin

Yitngsapnard yncag 6yptracan
Ayraap, orHoo

Registration number and date
in country of origin

(dd/mmlyy)

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

Date . oeina Authorized signature...................c....
............................. [axnblH anbaHbl Hap/ v JdN@me of the institution/
b oL | R I s e e e e S e e L e i
LLyyaaHrMitH Xampuar: ..........ccoeeeeeieeenns REB: s R S

1315 ] (P ey o Sy B el

i e e e L



. YHASCHWIK YANOBOPUUH YNAMXKIANT 3M BYPTIYYNISX ePrefen
©preanuiiH xan6ap (xonboraox AepBemMKUHT TAMAIM3)
|:| LLInna3p BypTryynax
:| BypTrana eepunent opyynax

] Xyrauaa cyHryynax

I X3Car. YWNABOPNSMUUNH TANAAPX M3L33N3N
(BPregen rAPrArY Hb TYXAVMH SMWWAr YNOB3PNSA3r MOHron YncbiH
YNANDKIANT 3MUAH YMNOB3P BANHA)

Hap

LLlyynaHruinH xasr

YTacHel gyraap

dakcbIiH ayraap

Bab6 xasr

Xapunuax xyH

E-m3nn xasr

Il X3Car. BYTOArASXYYHUM TANAAPX M3A33N3N

OMUIAH XyaanpaaHsl
H3pLUXN

Halpnarap 6airaa amsTaH, ypraman, 3pACcWiH H3p TYH X3MXKaa

Hap TyHxamxkas Hap TYHXaM¥33

1 4.

2. 5.

3. 6.

Tycnax GoANCEIH H3P TYH X3aMXK33

Hap TYH X3MX33 Hap TyH X3aMXK33

1.

2.

3.

w|~| of o

4,

OMUIAH xanbap

Xapgranax Hexuen

XY4uHT3I xyrauaa

CaenantblH xanbap

CaBnanTbiH Xamxaa (Hank 6Ba
GeeHesp casBnacaH)

Onrox Hexuen (>kopoop,
XKOpryi)

Xaparnax apra 3am

XyHui BueuiiH ByTay
3MYMNrasaHa cyypuncaH
adrunan

3MunnrasHuin Gynar

Fapaap 6anpan BHre | Xan6ap | Xamxas | Bypxyyn
Bycag

Xaparnax aaant

Xopurnox 3aant

Map3anargcaH rax Henee




YHO3CHWA YAnasapnarduiid
aryynaxbiH yH3;

111 X3Car. BYPTI3MIMNH TANAAPX M3433N13N

Hailpnareg ©Gairaa ambraH,
ypraman, 3pACUIANH rapan
YYCNUiAH ync

........................ (Hop) muHMI MoHron YnceiH amMuinH BypTrang OypTryynaxasp upyyncsH Byx
GapumT Buuur yHaH Gereea epreaen Hb 3x XyBo GailHa.

................. [apbIH yCar ......OH .....cap ......eaep

.............................. laxnblH anbaHbl Hap/ ceeereeennesneeneeeneeneeenneodN@Me Of the institution/
T i S e L A e e R e B e

LLlyyaaHrMinH Xampuar: ...........ccceeeveeenee D B e e e R R S S AR
NG o n s R e S T EE G B e e T e



A. 3MAAH TYYXUW 30 BYPTIYYNI3X ePrenen
APPLICATION FORM FOR REGISTRATION OF ACTIVE
PHARMACEUTICAL INGREDIENTS

©OpregnuitH xanbap (xonboraox AepBeHKUHI TaMAIrNa)
Type of application (check the applicable box)

D LLInH33p BYpTryynax
New registration

D Byptrang eepunent opyynax
Changes to an existing registration

D Xyrauaa cyHryynax
Renewal of registration

OpreanuiiH 1-p xacraac Oycabir AHIMU X3 433p 36BXxeH am yunaeapnary bernenxe (To be filled in

English by manufacturer only except Partl)

| X3Car. ©Prefen rAPTAMYMMH TANAAPX M3433/131.

PART | ©pregen raprard Hb TYYXWIA SOWAr YANAB3IpnaryTan ropaa Oyxun

MoHron YncbiH aMWiH yiinasap GaitHa.

APPLICANT'S INFORMATION

The applicant shall be alocal manufacturer who has a contract with
the manufacturer on registration of listed API(s).

Hap

Name

BairyynnarsiH xasr
Business address
LyynaHruitH xasar

Postal address

YTacHel gyraap
Telephone number
®dakcbiH ayraap

Fax number

E-main xasr

E-mail address

Xapunuax XyH, yTacHel gyraap
Contact person, telephone

number
11 X3Car. MMBSPHSNHWH TANTAAPX M3433N3N
PART Il MANUFACTURER INFORMATION

YWnaBapnarduidH Hap
Name of manufacturer
YiNOB3pnardyuiiH xasr
Manufacturing site address
LWyynaHruiti xasr
Postal address

YTacHel gyraap
Telephone number
dakceliH gyraap

Fax number

Bab xanar

Web address
Xapunuyax XyH

Contact person

E-m3in xasr

E-mail address

111 X3Cal". BYT33rA3XYYHUM TANAAPX MOO33N3
PART Il PRODUCT INFORMATION




Yiununard 60aUCkIH Hap
Name of API

XUMUIAH ByTaL

Chemical structure

OMUIAH TYYXWiA 3QUAH yycanT
The solubility of the API
Xagranax Hexuen

Storage condition

XyJmHT3IlA xyrauaa

Shelf life

Casnant

Primary packaging

Fapaapn 6ainpgan

Description

OpTer WuHracsH 6eeHUn yHa
Wholesale Price

IV X3Car. BYPTI3NIMUH TATTAAPX M3433/1311
PART IV REGISTRATION INFORMATION
YAnOB3apnacaH yncbid Hap

Country of origin

Yiunasapnary yncag 6yptracaH
Ayraap, OrHoO

Registration number and date
in country of origin

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

Date.....coiuias Authorized signature.....................

............................. /axnbiH anbaHbl Hap/ ceerereerieiiineeee e dn@me of the institution/
Y T et oo St s e BOHEESS v o oo e i

LLyyAaHrMiH Xanpuar: .........ccccceeeeenennee POB il e s s s e A
AR osrm oot i A R T v SR el ST e T s e R W el )



E. UMNOPTbLIH OHOLUNYYP BYPTIYYNI3X ePrefen
APPLICATION FORM FOR REGISTRATION OF IMPORTED DIAGNOSTIC KIT

SpreanuiiH Xan63ap (xonBoraox AepBermKUHr TaMA3MN3)
Type of application (check the applicable box)

D LLInHaap BypTryynax
New registration

I:’ BypTrang eepunent opyynax
Changes to an existing registration

D CyHryynax
Renewal of registration

OpreanuiiH 1-xacraac Oycabir AHIMKU Xan A433p 3eBxeH ynnasapnary Gernene(To be filled in
English by manufacturer only except Part-1)

1 X3SCar. ©Prefen rAPrTArYMnH TANTAAPX M3A33M13N.

PARTI ©pregen raprard Hb TyXawH yingsapwiar Modrona Teneenex Xxyyrb
€CHbl 3pXT3A TeneeneryuMiH rasap 3cxyn TyxaidH oHoWwNyyp
YANAB3IpNaryTal rapaa Oyxuit MoHron YncelH OHOWNYYpP XaHrad
HWiAnyynax Gaitiryynnara GaitHa.

APPLICANT'S INFORMATION

The applicant shall be a Mongolian diagnostic kit wholesaler who has a
contract with the manufacturer on registration of diagnostic kit(s)

Byptryynary  Bairyynnarsi
Hap

Name of organization
Byptryynary BaryynnarbsiH
xasr

Business address
LyynaHruink xasr

Postal address

YTacHel gyraap

Telephone number

dakcbiH ayraap

Fax number

E-main xasr

E-mail address

Xapunuax XyH, yTacHsl gyraap
Contact person, telephone

number
1| X3Car. YUNOBIPNATYUMH TANTAAPX M3O33N3N
PART Il MANUFACTURER INFORMATION

YWAnAasspnarduitH Hap
Name of manufacturer
YANOBapnardymMiiH xaar
Manufacturing site address
WWyyaaHruiiH xasr
Postal address
YTacHel gyraap
Telephone number
dakceIH gyraap

Fax number

Bab xasr

Web address
Xapunuax xyH
Contact person




E-maiin xasr
E-mail address

[ xacar.
PART Iil_

OHOLLUNYYPBIH TANAAPX M333M3N
INFORMATION OF DIAGNQOSTIC KIT

OHOLLNYYPbLIH H3p
Name of the diagnostic
kit

KaronorviH ayraap
Catolog number

OHoLunyypbiH apra
Test method

LLinHxunraaHuin Tepeng
cyypuncas aHrunan
Classification of assay type

OHoLWNyypbIH eBepmMeL],
Magpar 4yaHap

Sensitivity and specifity of
the diagnostic kit

Xapgranax Hexuen
Storage condition

Xy4uHTaM xyrauaa
Shelf life

CaBnanTbiH X3MX33,
Packing size

Oprer WWHracaH 6esHUA yHa
Wholesale Price

IV X3Car.
PART IV

BYPTTONVIAH TANTAAPX M3033N3N
REGISTRATION INFORMATION

YinQBapnacaH ynceiH Hap
Country of origin

Yiunasapnary yncag 6ypTracaH
Ayraap, OrHoo

Registration number and date
in country of origin

(dd/mm/yy)

TyxaiH oHOLINYYpBIT
X3p3rnagar yncblH To0, Hap
Number and name of countries
which has been using

| (manufacture rauthorized person) ..........cccocovvvviiviiniinnnn. declare that the particulars given in
this application are true and correct.

Date.......ciooo. Authorized signature.....................
‘‘‘‘‘‘‘‘‘‘‘‘‘‘‘‘‘‘‘‘‘‘‘‘‘ /axnblH anbaHbl Hap/ crrererrrensrneeneeeeneeeeneedN@Me of the institution/
4 Lt iR BN, rd < Ee s M o AAOTESST o vnioinrorssnmnms s vy g e
LLyyaaHMMAH Xarupuar: ............ccccccuvveen.. POB - s i O e
(e 1 o S e o i P e S i s R S



E. YHA3CHWA YUNOB3PUUH OHOLLNYYP BYPTIYYN3X ©Prefen
OpreanuiiH x3anbap (xonborgox AepPBeMKUHI TaMAIrN?3)
D LLnHaap OypTryynax
D Byptrang eepunenT opyynax

D Xyrauaa cyHryynax

IX3Car. YANABIPNOrYUMH TANAAPX M3AS3N19N

Hap

LyyaaHrviH xasr
YTacHel gyraap
dakcbIH gyraap
B3b xasr
Xapunuax XyH
E-maiin xaar

11 X3Car. OHOWNYYPbiH TANAAPX M323N3N
OHoLUNYyypbIH Hap
KaTtonoruitH gyraap
OHoLunyypbiH apra
OHoLwnyypbIH 8BepMEL, M3ZPar
YyaHap
Xagranax Hexuen
XY4YUHTSM xyrauaa
CaenanTbiH xan6ap, Xamx3as
YHO3CHWA YANABIPNarYyuiH
aryynaxbid yH3;
I X3C3r. s | BYPTI3NWMH TANTAAPX M3A33N31
Haipnarag opx 6y# 60AauchiH
YANAB3PNArdninH Hap, ync

........................ (Hop) MuHUA MoHron Ynceid amuinH Byptrang OypTryynaxasp upyyncaH Byx
GapumT Buuur yHaH Gereen epreden Hb 3X XyBb GaitHa.

.............................................. /axnbiH anbaxel Hap/
ISERE Al e o o e e A M A o
LUy AaHMARH XAHPLAT o e s st Sideaas
T R e o A e L e



X. AMNOPTbIH BUOMNOrMNH UASBXT BYTA3rA3XYYH BYPTIYYN3X ePrefen
APPLICATION FORM FOR REGISTRATION OF IMPORTED

FOOD SUPPLEMENT

BpregnuinH xanbap (xonborgox AepBeMKMHN TaMAIN3)
Type of application (check the applicable box)

LWnHaap 6ypTryynax
New registration

Gl

&
&

Xyrauaa cyHryynax

Renewal of registration

Byptrang eepunenT opyynax
Changes to an existing registration

©preanuinH 1-p xacraac Gycabir AHIMKM xan A33p 3eBxeH ynnaeapnary Gernene(To be filled in
English by manufacturer only except Part I)

IX3Car.
PARTI

ePrefen rAPrArYMiAH TANTAAPX MSA33N371.

©Opreaen raprard Hb TyXaWH yinapapwitr Moxrona Tteneenex Xyynb
8CHbi apxTail TeneenerduwH rasap acxyn Moxron Yncein BWB
Hunnyynax Ganryynnara 6aiHa.

APPLICANT'S INFORMATION

The applicant shall be a Mongolian FD(s) wholesaler who has a
contract with the manufacturer on registration of FD(s).

Bairyynnarbid Hap
Name of organization

BaiiryynnarbiH xasr
Site address

LyyaaHruiH xasr
Postal address

YTacHbl gyraap
Telephone number

dakcbliH gyraap
Fax number

E-maiin xaar
E-mail address

Xapunuax xyH, yTacHbl ayraap
Contact person, telephone
number

1 X3Car.
PART I

e

YVNOBOPIIAr Y- TANAAPX Mapaanan
MANUFACTURER INFORMATION

YAnasapnardyuintH Hap
Name of manufacturer

YANQBapnardyuinH xasr
Manufacturing site address

YTacHb! gyraap
Telephone number

dakchiH gyraap
Fax number

Bab xaqr
Web address

Xapunuax xyH
Contact person

E-maiin xasar

E-mail address

I X3OC3r. BUONOrUVH UASBXT BYTS3rASXYYHUW TANTAAPX
PART I M3033N3all




INFORMATION OF FOOD SUPPLEMENTS

BuonoruiH nasBxT
OyTaaraaxyyHuia Hap
Name of the food supplements

Yin4nary 6041ChIH H3P, XaMX33

Name and strength of active ingredients

Hap TyH x3mx33 Hap TYH XaMK33
Name Strength Name Strength

ik 4.

2 5.

3 6.

Tycnax 60AUCHIH HAP TYH X3aMX33
Name and strength of inactive ingredients

Hsp
Name

TyH Xamx3a | Hap TyH XaMX33
Strength Name Strength

1

2

3.

4

o|~|o

Xanbap
Dosage form

Xapgranax 4exuen
Storage condition

XY4MHTaM xyrauaa
Shelf life

CaenanTbiH xanbap
Primary packaging

CaenanTbiH XamxX33 (Hank 6a
BeeHeep casnacaH)

Packing size (unit and bulk
package)

BpTer WWHracaH 6eeHuiA yHa
Wholesale Price

Ivxacr.
PART IV

BYPTIONAVIH TANAAPX MO[33NaN
REGISTRATION INFORMATION Hag

YinaBsapnacaH yhcuH Hap
Country of origin

Yunpeapnary yncap 6yptracaH
Ayraap, OrHoo

Registration number and date in
country of origin

(dd/mmlyy)

TyxanH OyTa3raaxyyHuar
X3parnaaar yncelH T00, Hap
Number and name of countries,
this product was used

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

.............................. [axnblH anbdaHbl Hap/ reeerreeseeeesrneennneenennee.dN@mMe of the institution/

RAAE s

LLlyyaaHrMitH xampuar: ............
L e e e e e s

............. AdAIBES! oo s s e e
............... o e e e e W I S



3. YHA3CHWUIM YUNOB3PUMH BUONOrMAH UASBXT BYTI3rA3XYYH

BYPTIYYN3X erPrefen

©preanuidH xanbap (xonboraox AepPBEMKUHI TAMASIN?3)

:] LLnHa3ap BypTryynax

:I Xyrauaa cyHryynax

D BypTrana eepunent opyynax

GyT33raaxyyHWin Hap

I X3Car. YVNABIPN3MYUMH TATAAPX MGA33N3] ;
(ePrefien rAPTAMY Hb TYXAWH BUE-HAWT YWNAB3PNSAAM
MOHIon YNCbiH BUB-HUU YUNOB3P BAVHA)

Hap

LLyynaHruiH xasr

YTacHbl ayraap

dakchbiH gyraap

Bab xasr

Xapunuax XyH

E-main xasr

1 X3Car. BAONOTVH UOSBXT BYTA3r A3XYYHUM TANAAPX
M3a33n3an

BuonornitH WA3BXT

Haitpnarap 6airaa yRAC3H yAn4nary 604UCkIH Hap, TYH XaMXas

Hap

TyH Xamxaa Hap TyH xamxaa

1

2.

3.

Tycnax 60AUCHIH HAP, TYH XaMXK33

Hap

TyH X3MX33 Hap | TYH X3Mx33

1

2.

3.

4,

| ~| o o

Xanbap

Xafranax Hexuen

Xy4uHTal xyravaa

CaenanTbiH xanbap

CasnanTbiH XamMX33
(Hank 6a BesHeep caBnacaH)

Xaparnax apra

YHA3CHUA  YANAB3PN3rduiAH
aryynaxbiH YHa

YANABIPNAr4uiH Hap, ynec

1 X3Car. BYPTIINUMH TANTAAPXM333113J1
BronoruiH WAIEXT
BYyT33ra3xyyHui YHAC3H
yAn4nary BoanchiH




........................ (HOp) MUKW MoHron YnceiH amuitH Byptrang  GypTryynaxasp UpyyncaH Gyx

BapuMT BuuUr yHaH Gereeq epreaen Hb 39X XyBb OaitHa.

................. ["apbiH ycar

............................................... laxnblH anbaHbl Hap/
b8 L1 oSN o, L | b on I
LWyyaaHrmitk xavpuar: ..... s e
[e: 7= T o e o e SRSt IO e LR ot 2 il



3pyyn MaHawiH cangbiH 2019 oHbl
06 capbin o/ enpwﬁ%ﬂmap
BCpanT

TywaansiH 4epeBayrasp

A. BMUMH YNCbIH BYPTI3TMAH M3PYUIT33HUN 3AMBAP

(coémbo) MOHIOf YNCbIH 3PYYN M3HOUUH AAM
MINISTRY OF HEALTH OF MONGOLIA

3MUWAH BYPTIAMMWAH M3PYUNIad
MEDICINE REGISTRATION CERTIFICATE

ByprtranuitH gyraap
Registration number

Ne

OMUIH epeHXuK HapLuUn
Generic name of medicine

XypanpaaHbl HapLWUn
Proprietary name (trade name)

SOMMIAH TYH, X3MX33, Xan6ap
Strength(s) per dosage unit and dosage form

YAngB3pnarymMmH H3p
Name of manufacturer

Yinaeapnary ync
Country of manufacturer,

NuueHs 333MWUIYUMAH HIpP
Name of the product license holder

BypTran Hb OH cap eaep XypTan XY4UHTIN.
Registration valid until (day) (month) (year)
3MA-HBI TaOMA3r XyHUN 3MUIAH 38BnenuitH gapra
Stamp of MOH Chairman of Council on Human Medicine
(rapbiH ycar) (Hap)
(signature) (name)

Muy: VYnceid GypTrana 6ypTraracaH aMuiAH aroynryi 6aiansiH M3a33NNKWAH TAANAHT 40P AYPACAH XyrauaaHa WpyynHa.
1.  Byptrana GypTraracH3ac X0MLW 3XHUA 3 MUNUAH XyrauaaHa xarac »n Tytami,

2.  [apaarwiiH 2 %UNuitH Xyrauaaxz xun TyTama;
3. Xowwwng BypTranwidd xyrauaa cysryynax eypr;

Note: Periodic safety update report of registered medicine shall be provide below.
1.  Firstly, every 6 months from the date of registration whitin the 3 years;

2. Secondly, every years in the next two years;
3. Further, every extension of the registration period;




5. OHOLWMNYYPbIH YNCbIH BYPTI3MIUAH MAPUYUNTI3HWUN 3ATBAP

(coémbo)
MOHIon yncbiH 3PYYN M3HOWWH AAM
MINISTRY OF HEALTH OF MONGOLIA

OHOLWNYYPbIH BYPTI3NUAH M3PYMNT33
DIAGNOSTIC KIT REGISTRATION CERTIFICATE

Ne

BypTranuitH gyraap
Registration number

OHownyypbIH H3p
Name of diagnostic kit

Katanoruun gyraap
Catalog number

CaBnanTbIH X3MX233
Packing size

YWnAB3pn3arYumH Hap
Name of manufacturer

Fapan yycnuiiH ync
Country of origin

BypTtran He OH cap edep XYpPTan XY4YUHTIA.

Registration valid until (day) (month) (year

IMA-HBI TA3MAar XyHu# 3MUWAH 3eBnenuvitH aapra
Stamp of MOH Chairman of Council on Human Medicine

(rapbiH ycar) (Hap)
(signature) (name)




B. BUONOIrMUH UA3BXT BYT33rA3XYYHUW YICbIH BYPTI3NTMAH
r3PYUNT33HUNA 3ATBAP

(coémbo) MOHION YNCbIH 3PYYN M3HAUWH SIAM
MINISTRY OF HEALTH OF MONGOLIA

BUONOMMAH MOSBXT BYT33rA3XYYHUM BYPTI 3MTUUHIIPYUITIS
SUPPLEMENT REGISTRATION CERTIFICATE

BypTtranuiH ayraap
Registration number

BuonorninH naa3BXT OYTI3rgaxXyyHUn Hap
Name of supplement

CaBnanTblH XaMX323
Packing size

YinOoB3apnarymimH H3p
Name of manufacturer

Fapan yycnuiH ync
Country of origin

BypTran Hb OH cap eep XYPTaNn XYHYUHTIN.

Registration valid until (day) (month) (year)

3MA-HbI TaIMAO3r XYHUA 3MMIAH 30BNENUMH napra
Stamp of MOH Chairman of Council on Human Medicine

(rapbiH ycar) (Hap)
(signature) (name)




