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OM, OMUIAH TYYXWit 94, BUONOrMItH NOdBXT
ByTaargaxyyHuin GypTranuiu Xypam bartnax tyxap

MoHron YnceiH 3acruitt raspbiH TyXai XyynuidH 24 ayrasp syinuiii 24.1.8, 24.2
Aaxb X3car, "3M, IMHINMUIAH X3P3ICUIH Tyxai" xyynuitn 22 ayraap 3,inuitH 22.6 gaxe
XOCTUUT TyC Tyc yHascnaH TYLWAAX Hb:

\_\‘.

1. "OM, amMuiiH Tyyxuit ag, 6UONOTUIH MaeBXUT ByTsaraoxyyHui I Gyprrax Kypam”-
bIl HOrAYrasp, “OM, SMUIAH Tyyxuin ag, OHownyyp, GuonorvitH nase) - OyTaargoxyyHmiA
OypTronuith  TenBep, sapanbiH kMW, sapuyynax xypam'-bir :épayraap, “Ow,
BuonoruitH - noeexT OyrearpaxyyH, oHownyyp OypTryynax eprerpn’-witH  Masiroir
rypasgyraap, “Om, ©OWONOrMAH  WMASBXT OyTOarAaXYYH, OHOLWUMYY PbiH — BYPTranuinH
FOPYMNrasHWA 3areap”-bir A6PeBAYraap Xascpanraap Tyc Tyc barancyr:i.

2. DHaXyy TywaanbiH X3parKUATUAr 30X1OH Ganryynax, am, 640norviiH naasxr
OyT99raeXYYHWA BYpTran, SMUitH YaHap, aynryi 6ananer 30XUUyynax \in axunnaraaHs!
Tacpanryi 6aianbIr xaHraH axunnax, TyxaiH KunuiH YN axunna‘aaubl Ten6epuitH
Opnoreir JpYYn MIHAUAH XEDKMUIAH TEeBUAH TECBUIIH sapgang "bycne ap ryiuaTryyncaH
axun YAnuunrosHuin Tenbep, xypaamx” aHrunnaap TycraH Garnyynit, am, BUONOrMiH
WOSBXT OYTIOrAaXYYHUI BypTran, amuiiH HaHap, atoynryi Garasibir 30XuLyynax yiin
axunnaraaHbl Tacpanryl G6ananeir xadrax, xonGoraox VN axunnaraar CaHXYYXKYYI13H
axunnaxbir Spyyn MIHANNH XerkNuniiH Tes (0.MaHuauar)-a paanracyra 7.

3. TywaanbiH X3parkunT GonoH TenbepuitH  opnoreir 301 1ynanTblH Aaryy
3apuyyrmk, TannarHax 6yig xaHanT TaBbXK axKuinaxbir ToOpWAH HapwW iH 614'4,?1051% napra |
(B.Bambapopx)-a Tyc TyC yypar Bonrocyrai. s i i

4. OH3 Tylaan rapcaqTan xonborgyynad Opyyn MaHL, CropTbiH ¢andbiH 2015 oHbl '_‘
13 pyraap Tywaansir xySmHryl Gorncoma Tooucyraim. ' o

y JiL p.

ﬁoﬂm_u:u é»,“'( ‘
A CAPAHITOP3S




. 9pyyn MeHguii- caiasik 2019 oHbl
\ Cfcapbin &/ EleVIVIH/ 2/AYraap
. TyWaanbiH Har,1yraap CpaJ'IT

OM, SMWNH TYYXINA 3], BNONOrMnH VILI,SB)‘ I'
BYT3AIASXYYHMAT EYPTFSX )KVF?AM N

f

‘I

B 34 Ririne s
A P Tt RSP

Har. HwiTnar ayin ]
1.1. “Tepeec opyyn maHaWiH Tanaap SapumTnax Goanoro’, “OM, 3IMHINTWIAH
X3PIrCNUNH Tyxam Xyynb'-A HWALUYYN3H MORrOn YNchiH  SMuiir Byptran (uaawwn
“OypTran’ rax)-4 XyH amblH OMHAMMWIAH TycRamx, YWNUUNraaHo  X3parnax eHAep
WAJBXTAN, alOYNryi, YaHapsiH Garanraaran am, 61oBINAMAN, BaKLY - (Uaawmg “am” rax),
AMUVH TYYXWA 34, OHOLWYYP, BUONOrUIAH UASBXT ByTasrasxyyH (Uaiwma ‘BUB” rox)-witr
Byptrax, GypTrana eepunent opyynax, xyrauaar CyHrax, BypTranaac xacax, GypTryyncsH

SMUWH YaHap, aloynryil GaiansbiH yp AYHA TaHAANT cyaanraa, YHar 199 Xuiix xapunuaar
BHAXYY XypMaap 30XuuyynHa.

1.2, Omwian OypTran, GypTranuitH xyrauaa cyHranT, eepunent, amuiH BypTranasc

xacax WWAnBIapuir XyHuin sMuiitH 3esnen (Uaawug “X33” FOX)-WNH xy'priaap xananuyynx
LWWALBIPNSHS.

1.3 "OM, 3MHONMMAH  X3parcnuiH Tyxal Xxyynmb'-witH 22.7-f  3aacHaac Bycan
Toxvonaona  Xypana  XanonuyyneH WWWMABIPNICOH 3AMUAH  TyX IMH  LUOWro  Gyxuit
casnanTtebiH - xanbapuir yncelH BGyprrantsng  Toouox Gereen  '.33-sec espunent
Opyynaxbir 3esLU6EPEeryi, eep Xxasarnant, cagnantram aMuinr GypTraiiryig TooLHO.

1.4. byptrang OytesrasxyyH OypTryynard Hb MOpraXviaH YWUN axwnnaraa 3pxnax
Tycrai 3eBieepers Gyxuin MoHron YncbiH am, SMURH TYYXui a4, OHC |unyyp, BUB xaHraH
HUANYYNax Banryynnara, YaHapbiH yaupanarsiH TOrTOALOOTON ONok YICbIH XaHramXuiH
Oairyynnara, TyxawnH yAnasspnaruniir MoHron Yncag Teneenex syyfb &CHbl 9pXTai
TeneeneryniH rasap 6onoH YHAICHY yiinaBap (Uaatuma “BypTryynaii’ rax) GaniHa.

1.5, TyxaiH xunp 6oanoroop GypTrax SMUIK XarcaanTbir HargcisH sMHanar, Tycram
SMH3N3r, TOPBIDKCOH MIPralUfIUAK  BMH3BMSr, Tycral MIproxnviiH TeBUAH  IMWIH
SMYUNTISHWIA XOPOOHOOC MPYYNC3H 3axuarnra, MIpraxnuinH canbap {eBnernniH ayrHanT,
caHanelr YHA3CNaH Jpyyn MaHauinH Aam (Uaawma “OMSA” rax)-Hb A3pragax XO3-uiiH
Xypnaac axHuh xarac xung 6arraan 6atanHa.

1.6, OMuUMNrasHWA  eHaep WASBXTAW, 4aHapTal, alynryi,  3NH3NTUNH Tycrnamx,
VANYUNr3sHa, H3H  Waapanaratal, 3MuYWNrss  OHOLUMATOOHLI  ITaHgapT, 3aamsapT
TycraragcaH, WKWn TecTan yuiganTsn opnyynax am BanxXryrasc (MHINTUAH TycnamK
YANYUmrss Aoronaox apcAsnTai sMyyaninr Boanoroop BypTrax amMaH i xaMpyyriHa.

1.7. OnoH yncap XynssH 3eBWGEPSIACEH XaTyy 3OXWLYyynam rai yncblH omMwiiH
30XMLYYNanTbiH Gavryynnaraac 3eBLUBEPCEH SMUAN TYPraBuUMnCaH xanGapasap Byprrax
YAN axunnaraar (Uaawmg “TypraBuvncaH” 6ypTran rax) X33 xananus ik, LWWIALBIPIIBHS.

1.8, Wkun yHaceH yanunard Gopuc, TyH xamxkas, xanbaptabissp 10-aac gasw

YANABIPNardasc OypTraracaH aMuiAr BypTraxryit (DH3 3aanT TyploBYUNCaH BypTrang
Xamaapaxrymn).



1.9, Har yinasapnardynind vxkun yYHAC3H yinunard 6ogmc, TyH Xam .33, xanbap Gyxwuia
aMUIr 2 eep XyaanaaaHsl Hapaap BypTraxryn.

1.10. OHownyypbir BYpPTraxsag 3HaxXyy XypMbiH 4.28, 4.29-n 3zicaH martepuanbir
BYpAYYIH3.

1.11. OHownyypbiH 6ypTran, eepynent, cyHranT, 6ypTranaac xacax iicyyanbir X33-uitH
Buvobanaman, oHownyypbiH canbap 3esnen (uaawwg “‘BOC3” -ax)-uiAH xypnaap
X3ANanuUyymK WARABIPN3HA.

1.12. Xypana XananuyynsH WWALC3H OHOLWINYYPbIH TyXalH wwowro Gyxuii casnantbiH
xanb6apuir yncelH OypTranTtang Toouox Oereen BOC3-eec eepi4nent opyynaxbir
36BLUSSPSSry, eep Xasrnant, caBnanTTai OHOWNYyypbIr OypTranryi] TOOLHO.

1.13. BB repgartr xyHMA ©Gue wmaxboablH X3BWMAH YN ailinaraar  A3vpKuX,
Wwaapanaratai WumT 6oamc, UNYnarminr Hexex yinnynan Oyxuin ByTairasxyyH xamaapax
Gereeg BVB-HUIAM XYHUIA ©BYHWUIAT 3MYN3X, OHOLLNOX 30PUIITO0pP X3ParT | IXIYA.

1.14. BWB-HMA BypTran, eepynent, cyHranT, OypTranasc xacax cyyanbir X33-uiH
BuonorvintH  nasexT  ByTasrgsxyyHuin  canbap 3seenen  (uaawwi, ‘BMBC3"  rax)
LWUMWAABIPMAHS.

1.15. BUBC3-uitH xypang xananuyynad wuiasapnacad BUB-Huia TyyanH wowro 6yxun
caBnanTtbiH xanbapwir yriceiH GypTranTang Toouox Gereen Tyc 3e:ineneec eepynent
opyynaxbir 3eBLLEepeeryil eep xaarnant, casnantran BUB-Huir Byjirranrying TOoLHO.

1.16. BUB-HuiA GypTrang “OM, SMHANMMWAH X3PIrcNUAH TyXam Jyyne'-uiH 22.7-4
3aacHaac ragHa YyWnNABapnard yncgaa XYHCHWW aHrunang opcoH  ByTaarasxyyHa
XamMaapaxryu.

Xoép. bypTrang TaBUrfax epeHxun wanryyp

2.1. X33 Hb 3MUWIAH BYPTranuiiH acyyanaap WWAAB3P rapraxgaa [,apaax M3g3annuiar
YHAC3H wanryyp 6onroHo. YyHa:
2.1.1. TyxanH ynnaeap Hb “OM ywngsapnanuiH 3oxucton nagan’ (GMP)-biH
LWaapanara xaHracaH acax;
2.1.2. XeHONeHrMinH UTraMXNaracaH nabopatopug LUNHXNYYAGAH LWWWMHXUNT33HMIA
AYH;
2.1.3. BYpPTranuitH LWMHX334YUAH SYTHANT;
2.1.4. MoHron YncbiH aMuUiAH 6ypTrang 6ypTraracad Gaingan, » aHramk, XypTasmx,
X3paruaa, yHa;
2.1.5. Huianman Havpnaratail am Hb AaH Halpnaratail 2\133C 3MYUNTr33HUNA
WO3BX33p WYY, aynryin ragruiar 6atancad cyfanraadbl AyH;
2.1.6. EpeHXMA HIPLINWUIAH 3MUAH BMOXYP3IXYH cyfanraaHsl 4 /H;
2.1.7. 3apum yncbliH 3MWUIAH OypTranaac TyxalH am OBOnor YHAC3H YWNYNary
GoAnChIr X3parnaxuiur XopurnocoH Byy Hac 60MoH TYHIMIAH X i3raapTain Xaparnax
LWwminaBap raprax 6ancaH acax;
2.1.8. JanxviiH 3pyyn M3HouH Gawryynnara (yaawwug “O3MB" rax)-aac
COPAMIKITYYICAH AMUIAH XarcaanTtaj OpCoH 3CaX,;
2.1.9. Waapanaratail TOXMONAONA HapUAH MIPraXnUiAH — 3pyyn  MaHOWAH
Ganryynnara, OM#A-Hbl 43pragax M3praxnuiiti canbap 3esnenv iiH OyrHanT, caHan,



2.2. ¥YnceH 6ypTrang OypTryyncsH smuiiH aoynryii GaianbiH Mag3annuiAH  TannaHr
BypTryynary Gaiiryynnara AOP AypAcaH XyrauaaHa UpyynHa:

3.1.

3.2,

2.2.1. Byptrang OypTraracHasac xolw axHui 2 KUNWAH XyrauaaHf xarac un
TyTampn;

2.2.2. lapaaruitH 2 kunuiiH XyrauaaHg xun Tytamz;

2.2.3. Xorwwup 6ypTranuitH Xyrauaa cyHryynax 6ypr;

Cypas. BypTryynax amaHg Taeuroax Waapanara

YncelH 6ypTtrang BypTryynax am Hb gapaax Waapanareir xaHracaH 6avHa. YyHa;
3.1.1. OM yiinaespnary He “Om YANABIPNanuitH 30xucToit aapan” (GMP)-bIH,
OHOLLUNYYp YUNAB3Pnary He 1ISO 13485 CTaHAapTbIH Waapanara xaHracan;

3.1.2 Yinasapnary acxyn fULEH3 333mLumry (Uaawwmg “yinasapnary’ rax) YNCbIH
3px  Byxun  Gaitryynnaraap GatanraaxyyncaH  amuiH ByTaargaxyyHuia
rapynnraatam Ganx;

3.1.3 3MuUitH upssx, Haipnara, TYH, TOrTBOPTON 6Gaiaan Hb LIMHXN3X yXaaHsbl
TypWMNT Cypanraaraap HapuiABYNaH TOrTOOrACOH:

3.1.4 3munnrasmHuin yianaan, aynryit 6agan Hb aMHAN3YIiH emHex 6a Aapaax
cyhanraaraap TOrTOOrACOH;

3.1.5 BypTryynax smuiH YANunan, vyaxap, awynryi Gaipan Hb ynceik GypTranTaii
WKW TBCT3 3MMWIAHX33C JaByy 60orox Hb WWHX334YWAH  OYrHanT, TasaanT
CyAanraaHbl AyHraap 6aTanraaxcaH:

3.1.6 3MuItH x3parnax, xopurrox Sa@NT, rax Henee, SMWAH xapunuaH yiununan,
TYHTMIAH XA3raap Hb 3MHAN3YIAH Typwuntaap 6ypaH HOTNOrACOH:

3.1.7. BakuuHbl 4aHap Hb OnoH yncaa 3eBLUGSPSrACeH naboparopuitH
WWHXUNT33HWA AVH, TyXalH yncbiH apx Byxui Baiiryynnaraac onrocoH uysparnbir
HeneenceH ceptugukar (lot release certificate) acxyn TyxaitH yncwix 3apx Byxui
Gawryynnaraac onrocox TYYHT31 AyiuaxyiiL Gapumt Budraap Batanraaxcan;
3.1.8. BypTryynaxasp xycant vpyymk Oyl maHcyypyynax, CaTray HeneeTt
yAnganTad am Hb 1961, 1971 oHbI OrNOH YNCbIH KOHBEHUMIWH XarcaanT 6onfoH
MoHron YncbliH 3MHAMAMMIAH TyCnamx, YWNYANrasna Xaparnax MaHcyypyynax,
CITral HeneeT YUNA3NTan 3MUnH XarcaanTtaz opcoH Ganx:

3.1.9. EpeHxwii HapLunumitH 3M3HA BUOXYP3aXYAH cyfanraa XuiiracaH Banx;

OpYYn M3HOUMH Tycnamx, YANYUNraaHWiA 3pcanuiAH gaatran Byxuin sMHanruinH

Tycnamx, YWn4unrasHa 3sopwynad HaHapbiH yaMpanarsiH TOrTONUOOTOM ONMOH YNChIH
XaHramXxuiiH Gawryynnaraac HWANYYN3X, YaHapbiH 6aTanraaxunToIiH r3PYNNIT3aTaN 3IMUIH
BypTranuitH acyyansir X33-eep xananuyynx WWMIAABIPNAHA.

3.3.
YyHA:

BypTranuitH 6apumr Ouuur, 3areap 433% Hb Aapaax Waapgnareir xaHracaH 6aiiHa.

3.3.1. BypTranuiiH GapuMT Brunr He MoHron, AHrK, Opoc X3nHuiA ank Har nsap
BaliHa.

3.3.2. Bycag xarn naspx Bapumt Buuryyasn Asspx 3 xanHui ans Har nasp
Op4yyrncaH GatanraaT opuyynrsir XaBcapraHa.

3.3.3. bypTryynax amuiiH XO@pAory caBnanT A433px xasrnanT T3MA3rN3raa He “Om,
SMHAMMUAH X3PArcnniiH Tyxai Xyyne'-waH 18 ayraap syinuiid 18.5 Aaxb X3carr
HUALICAH M3A33NanTai, Wwaapanara xaHracaH 3ypaacaH KoATOW, XafrnanT Hb
Motron, AHrmu, Opoc xanHuit anb Har AS3p AarHacaH acxyn HAMANT HAr yNCbiH
X3NTal XOCONCcoH Gamx GonHo.

3.3.4. 3eBxeH 6ypTranuitH sarBap [A39XWH XasrnanT, caenanT He HaanT
xan6apTait Gamx GonHo.



3.3.5. OMUIAH X3p3rnax 3aasap Hb “OM, SMHANMUAH X3P3rcnuii{ Tyxai Xyynb -WuiH
18 poyraap synnuinH 18.5 naxb XacarT 3aargcaH Magaannunr ary yncad baiiHa.

3.4. WMnopTbiH aM Hb YANABApnary yncbiHxaa amuiiH Byprrang 6 /pTraraaag, TyxaiH
OpHbl 3ax 333M4 rypBaac OOOWNYA XWn xaparnacaH, 6ycap 5-az¢ poowryin yncapg
BypTraracaH Gaix acxyn OnoH yrcaz XynasH 3eBLUSSPerfceH MUV XAHaNTbiH XaTyy
soxuuyynantran apx Oyxwin Gairyynnaratait yncap GypTrarAcaH €iaix, OHOLUMYYPbIH
XyBb[l rapan YyCnuiH yrncaaa “oHoLunyyp” racaH aHriunang opcoH Gaiiia.

3.5. byprtryynax BaxuvH ©GonoH cypbesruiH aMm Hb [OOME-aac ypbauuncan
GaTtanraaxyynanTt xwiasr aHrvnang xamaaparggar 6on “WHO List of prequalified
medicinal products”-g opcoH 6aiiHa.

3.6.  XyyxauiH 3MUAH XyBbA XYYX34 CyAnanblH MIpraxsuitH caniiap sesnen GornoH
Bycan xonborgox canbap 3eBRenWiiH OYrHANT caHarnbil YHASCM3H -acHbl OHLMOMT Hb
TOXVMPCOH TYH, Xxan6ap, casnantran 6aix 6a xyyxgsg xaplunax Tyyxuii ag, Tycnax 6oguc
Opooryi 6onoxbir HOTONCOH GaiHa.

3.7.  OnoH yncap xynasH 3eBLUESPEraCceH 3MUINH XAHANTbIH XaTyy 30XULyynanTTain apx
Oyxun Banryynnara (Stringent Regulatory Authority)-Tain yncag yinge 3pnaracaH, TyxaiH
apx Oyxwuin Gaitryyrnnaraac 3eBLUGBPCOH 3MWIH OYPTraMUAH acyyar bir “TypraBumncaH’
Gagnaap 3 XypTanx capblH XyrauaaHz WWitaeapnaHa (OHa 3aanTt 61 163namMan, BakLUMH,
oHownyyp, BUB-HA xamaapaxryin 6onHo).

3.8. TyprasuuncaH Byptranasp Gyptrax am Hb J3MB-biH GONOH Y- 43CHUIA 3aMMLUNYW
Waapanaratad 3MWWH XarcaanT, 3SMYMMra3, OHOLIMMTOOHbI CTalgapT, YAUPLAMXK,
3aaBap, 36BNeMXua opcoH Gereen SMHIMTUAH HEXUBNL XSP3rnax ac iy Kopoop Onrox
am BaiHa.

3.9. OMUIAH XAHanNTbIH XaTyy 3oxuuyynanTtTan apx Oyxui Gairyynsiara raparr AOMB-
aac 3esLueepceH xarcaanTt (https://www.ich.org/about/members-obse “sers.html)-a opcoH
AHY-biH The US Food and Drug Administration, EBponbiH xon6ooHt yncyyabiH aMUiAH
areHTnar (https://www.ema.europa.eu/en/partners-networks/eu-p:irtners/eu-member-
states/national competent-authorities-human)-yyn 6onon European rnedicines agency,
European Commission, AnoH ynceiH Ministry of Health, Labour and Welfare of Japan,
Leenuapb yncbiH Swiss Agency for Therapeutic Products (Swissme (lic), KaHag yncbiH
Health Canada, Bpasun ynceiH ANVISA-Brazil National Health Stiveillance Agency,
BHCY-biH The Ministry of Food and Drug Safety, CuHranyp ynceiti Health Sciences
Authority, BHXAY-eiH China National Medical Product Administratior, TaisaHb yncbiH
Taiwan Food and Drug Administration, Aectpanu yncelH The ~ierapeutic Goods
Administration 33par 6onHo.

3.10. Byptrang 6yptryynax BUB Hb fapaax waapanareir xaHracaH 6 jiiHa. YyHa:
3.10.1. Yingsepnardy Hb “OM yunasapnanunH 3oxmcton paalan’ (GMP) acxyn
“HanapblH yavpanarsiH Torronuoo”, “XyHcHwi atoynryi 6ailanbiH TOrtonuoo”,
“XYHCHUIA YMNAB3IPNANWMAH aroynbiH AYH LWWHXWNMS, 3r3artal UarMiH XsaHaNTbIH
xaHant” (ISO 9001, ISO 22000, 1ISO 17025:2018, HACCP), ‘*yxailH OpHbI MXMn
TODMNUAH CTaHAAPTBIH Waapanara xaHracaH;
3.10.2. Mapan yycnuiH yncgaa BB racaH aHrunang, opcoH 6ai ¢
3.10.3. NmnopTbiH BAB-HWIAr rapan YYCrninH yncag xaparnagal’ 6anx;
3.10.4. bytaarasxyyHuin xaarnant, casnant He MoHron, Opoc, AHIMKW X3nHWA anb
Har 43ap GuunrgcaH GanHa.
3.10.5. Xaparnax 3aaeap MoHron xai1 f3ap baiHa.



Hepes. BypTranuitH yiin axunnaraa

4.1, TyxaiH am, aMUiAH TyyXuid 38, oHowunyyp, BUB-HWiA GypTranTan («on6ooToi Aapaax
yin axunnaraar apx 6yxwit 6airyynnara (Laawumg “AxnbiH anba’ rax) 30X1MoH BanryynHa.
YyHA:
4.1.1. Yungsapnaryaac Gatanraaxyymk MpYyrcaH GypTranuiti 6apumT Gudruir
lanrax XynaaH aBax;
41.2. Tapsa  GanryyncaH  XeHAMEHMMAH  UTFAMXKNATACS naBopaTopuiiH
LUMHXUNTI9HA UNraaX (TYPraBunncaH BypTran, OHOLNYYPT Xamé apaxryi);
4.1.3. BYPTranuiH LUMHX334AUIAH JYrHANT rapryynax;
4.1.4. Waapanaratait TOXMONAONA HapwiiH M3praxnuiatH 6aintyynnara, SMSI-Hbl
A3Prafax M3praxnuiiH canbap 3eBnenuitH AyrHanT, caHarn rapr{ynax;
4.1.5. bypTronuiiH acyyanbir  xonborAox 3eBRenvAH  Xyp.1aap  X3manuyyrx
LUNMAAB3PNYYAX;
4.1.6. MapraaHTain Toxumonpong X33-eeC LUMHX33YOUAH Bzl, aIblH X3CTUNr
TOMUNYYNaH AYrHanT rapryynax;
4.1.7. BYpTranuinH 6apumT BUUritH XagranamiuiiH HORKWIAr LgiicaH GoMoH Laxum
Xan6apaap aBax;
4.1.8. boanoroop GypTrax aMWIAH 3ax 333NMAH APAMT X3P3I1[33, XYPTIIMKMUIH
cyaanraar apyyn MaHauwiAH Gaiiryynnara, TepuitH 6yc Bairyyiinara, GypTryynary
Ganryynnara, cyanaadabiH 6ar xamTpaH xuiix;

42 OM, BMUIAH TYyXuid 3p, oHownyyp, BUB-HWA GypTranuitH \1an axunnaraa Hb
Licemed GypTranuitH cuctemg cyypunta.

4.3. AxnbiH anbanaac am, 3MWIAH TYyxwid 34, oOHownyyp, BWMB GypTryynary
Bawryynnaryynan cucTemp HaBTP3xX 3PXWIAT ONrOHO.

44 Cwncremp H3BTPax 3px Oyxuid am BypTryynard Hbe BypTryyrix smuiH gapaax
MARANNYYANNAT Liaxumaap, 3HaXyy XypmbiH 4.24, 4.25, 4,26, 4.27, 4.28, 4.29, 4.30-1
3aacaH GapumT Buuryyauir Laacaap MpyyInHa.

4.4.1. OMUIAH xypangaaHbl Hap;

4.4.2. OnoH yncbiH H3PLUWI;

4.4.3. Hanpnara (yHac3aH 6onoH Tycnax 6oaucyya);

4.4.4. TyH X3MX33, X3n6ap;

4.4.5. XyHuiA aHaTOMUIAH ByTUap, cyypuncaH aHrunan (ATC), 6a: kog;

4.4.6. ©pTer LWMHracoH 68eHnA YH3 (YHOICHUA YINAB3PNardyui - XyBbz, aryynaxbiH

YH3);

4.4.8. Ynasapnary 60NoH yncbiH Hap;

4.4.9. JINUEH3 333MLUNIY;

4.4.10. DMUIAH BYyTa3argaxyyHMin TO4OPXONNONT;

45 Cucremp HIBTpax 3px Byxuii oHowwnyyp BypTryynard Hb BypTnynax OHOLUMYYpPbIH
Aapaax M3g2annyyauvnir udaxumaap, 3Haxyy >kypmbiH 4.31, 4.32-g 3aacaH Gapumt
Buuryyavir yaacaap MpyysHa.

4.5.1.0HownyypiiH Hap;

4.5.2. KatanorninH gyraap;

4.5.3. lUnHX1NrasHui Tepen;,

4.5.4. OHownyypblH apra;

4.5.5. Casnanr,;

4.5.6. ©pTer WUHracaH 6eeHUn YH3 (YHAICHWIA YANABIPNArYMn - XyBbA aryynaxbi

YH3);

4.5.7. Ynnasapnard 60M0H YNCbIH Hap;



4.5.8. TyxaliH OHOLLNYYpPbIr X3Parnax 3aanTt;
4.5.9. ©BepmeL, Maapar YaHap;

4.6. Cucremg HaBTpax apx Gyxuit BUB GypTryynary He GypTryynix OyTaaraaxyyHui
Aapaax M3[33NNYYAUNAr Uaxumaap, 3HaXyy >XypmbiH 4.33, 4.34-0 3aacaH Gapumt
Buyryyauniar uaacaap MpyyIHa.

4.6.1. BUB-HWIA Hap;

4.6.2. Haipnara (yHAc3H 6onoH Tycnax 6oaucyya);

4.6.3. TyH xamxa3, xanbap;

4.6.4. ©pTer WMHracaH 6eeHuin YHI (YHAICHWIA YANABIPNAryuin- XyBb[, aryynaxbiH
YH3);

4.6.5. Yiinasapnard 60MNoH yncbiH Hap;

4.6.6. TyxaiH BVB-HUiAr xaparnagar yncbiH HpC,

4.7.  Yunpsapnarysac UpyyncaH GypTranuitH 6apumT BUUrvitH yHaH a¢s, GoauT 6angneir
BYpTryynard Tan xapuyuHa.

4.8. TyxaiH GyT33rgaxyyHUA LWMHXWUITA3HE, OHLIOr00p X3parnaraa): cravaapt boauc,
ypBarnx, Matepuan xaparcnuir GypTryynard Tan xapuyuaH UTTaMKnar[|caH nabopaTtopua
XYN33MraH erxHe.

4.9. TyxailH GypTryynaxasp XycanT rapracaH GornoH GypTranuiar gapaax TaHAanT
cypanraaHbl fBUAA TyXalH aM, 3MWAH TYYXWA 34, OHOLWINYYpP, 'MOMOrMAH WOIBXT
OYyTaaraaxXyyHUAr ragHbl  UTFAMXKNAFAC3H NaGopaTopWiiH  LUMHXKWS I'93HA,  xampyynax
TOXWONZona rapax sapAnbir yAnaBapnard acxyn 6yprryynard Tan 6yp:i4 xapuyuHa.

4.10. 3muniAr BypTrax LUMAAB3PT ONOH ynckiH GONOH XyaandaaHbl Ha JWWM, Xan6ap, TyH,
CaBnanTbiH X3MX33, ONrox Hexuen, BypTranuitH XyYUMHT3W Xyrauai, YAnaB3apnarduiiH
H3p, YANAB3PN3C3H YNC, NULEH3 333MLUMMMUIAT 3aaHa.

4.11. Odownyypbir BypTrax LWWALB3PT OHOLWIMYYPbIH HAp, KalanorvitH ayraap,
LWUWHXMNra3HWA Tepern, caBnanTbiH X3MXK33, YNABIPN3ArYuiH H3p, YV 1AB3PN3CAH YrchIr
3aaHa.

4.12. BUB-HWiar BypTrax WWAABIPT OYT33rasXyyHUA HIp, YAN:IB3PNArYuiAH Hap,
caBnanTbIH Xanbap, Xamxaa, YANABIPI3C3H YNChIr 3aaHa.

4.13. 3M, 3MUIAH TyyxuiA aa, oHowwnyyp, BUB-HWIAr 5 xunuiaH - xyriauaaraap 6yprrax,
F3PYUNrasa onroHo.

4.14. ByTaargaxyyHaa OypTryynaxuiir Xycard rypaBgyraap XaBcCp:inTaj 3aacaH oM,
SMUAH TYyxuiA af, oHownyyp, BUB GypTryynax epreanuiiH MasarTeir Gernex, TyxawuH
yAnABapnardYMnH apx Byxun atraag OartanraaxyyncaH xonborgox Gapumt Gudryya,
3MWUAH X3ParnaaHuin siBLag rapax YaHap, awynryn 6angneiH Gartanriiadbl AyrHanT, 3ax
333MMIAH fapaax TaHAanT cyjanraa XWX axnbiH Tenesneree 6a 134r3spuitH Laxum
XyBuiAr andaH BuyrninK xamT BypAayynaH axnbiH andaHa npyynHa.

4.15. BypTtryynard Hb “ApxuBblH GapuMT aluurnax, naenaraa xyyn€ap onrox” »XypMbiH
aaryy OyptronuuH ©GapumT OMuUrMiH XagranamkKuaH HINKMAr uaaiad ©onoH uaxum
xanbapasp, MeH 3MWUMH aHxgard, Xoépaory CcaBnanTbiH 3YPruir XyprbiH LWWROBIP
rapcHaac XOWL axribiH 5 XOHOIT Liaxum xanbapaap axrnbiH anbaHg, Xy!193nrax erHe.



4.16. OMWiH X3parnax 3aaspbir BypTraxaac emHe M cyananbiH anbap 3eBnenuiH
Xypnaap xanenuyynx, ©6aTnyyncHel fapaa aMuir GypTryynsx X/(CONTWNr uMpyynHa.

BypTraceH amMuir 3ax 3334 HIBTPYynaxass GaTtanraaxcaH Xaparnax iaaBpbIr xaBcapraH
TYrasHa.

4.17. BUB-Huin xaparnax 3aaBpbir BUB-HUIA LIMHX33493p XSIHYYNCHb Aapaa 6ypTryynax

XYCINTUAr MpyynHa. BypTracaH BUB-Huiir sax 33ang H3BTPYYNax:33 OaTtanraaxcad
X3P3rnax 3aaBpbIr XaBcapraH TYrasHa.

4.18. lWaappnaratai Toxuonaong axnbiH anba Hb YWNAB3pNardaac MpyyncaH Gapumr
BuuruitH Tanaap TyxaiiH yriceiH apx 6yxuit Gaiiryynnaraac nasnaraa, ‘‘ogpyynra asax 6a
rapax sapaneir 6ypTryynard Tan xapuyuHa.

4.19. AxnbiH anba Hb GypTranuitH GapumT BUUrMilr XynasH aBax:aa TyXaH amuiar
YANAB3pnaryaac 6GartanraaxyyncaH epreAnuiir  XyYMHT3N rax yaix ©ereen dakc,
LaxunraaH wyyaadraap unraaceH 6apumT 6uyureir lWaapanara xaHraxiyig TOOLHO.

4.20. X33-e6C 3MH3N3YIH XUIMaNT XWX LWWIALBAP rapracaH TOX\1onA0NA axurnanT
XWAX 3MHBMAr, Xampyynax XYHUA TOOr HapWiiH TOMTOOHO. AXMFAAM siH AYHr X33-niAH
Xypnaap XananuyymK, aMyiaH BypTranuir LWWALBIPYYHa.

4.21. BakuuH, GuoGangmanuiir X33-uitH BOC3-witH xypnaap Xani1UyyncHUin gapaa
X33-UNH Xypriaap XananuyynHa.

4.22. OM, SMWAH Tyyxui aa, BUB-HWIn GypTramuitH sBuap 3HaXy | XypMbiH 4.1.2-1
3aacaH nabopaTopuiH LUMHXUMIaarasp Luaapanara XaHraaryin Tclmongong TyXawH
OyTaeargaxyyHun  GypTranmiAH  yin  axwunnaraar 30TCOOX, Luaafiinara xaHraaryi
OyToarAaxyyHU M3aaaaHMiA caHp BypTrax, XO3-uiH xypraap XxanaliLyymK XonGornox
LUMAOB3PWUIAT rapryyrHa.

4.23. BypTranuiH yiAn axunnaraa gapaax ye LuaTtTaiiraap,
X3pankuHa. YyHAa:

AOP AypAcaH xyrauaaHg

Yin axunnaraa Xyrauaa Xapuy|ax 333H
Byptranuitn 6apumt GuunrT aHxgard | BypTranuiin 6apumT 6uamnrt | Axnbik anba
OYH LWWMHXWNTa3 XWIAX OypaH xyna3x aBcHaac
XOWLL @xXnbliH § XOHOIT |
BypTronuitn  xypaam H3xamxnax, | AHxgard AyH  LUMHXWMT33 | AXKMblk anba,
Tenbep Haparayynax XWIACHI3C XolW axnbiH 5 | GypTrynary
XOHOr JoTop |
NabopatopuitH LUMHXUNr33HA | BypTranuitH Gapumt Budmr | Akl anGa,
Xampyynax (TypraBuyuncaH Gyptran, | 6ypaH xynsax ascHaac 1 | Gyptry nary
OHOLLNYYPT Xamaapaxryi) capblH JoTop |
LLIMHX334ANIAH OYrH3NT raprax JlabopaTopuitH Axneit anba,
LLUMHXWUNTA3HWIA AYH rapcHbl | LUnHx:aung
fapaa (Tyc 6yp 1 capbiH
A0TOP) |
X33, BOC3, BWB-Huit canbap | LLnHx334mitH AyrHanT | Axonbik anba
30BNONUINH Xypnaap XananLyynax rapcHaac xowWw 1 capbiH
A0TOp |
XyprbiH LWUMRABIPUIAr XYPryynax XypnbiH Tamaarnan | AxXnbir anba,
aua3cnad rapcHaac XxoWw | BypTrynary
aXInblH 5 XOHOrT |
Xypnaac TYArana3yynx | 2 capelH goTop Axnbik anba,
XOMLLNyyncaH ToXuonaona BypTrynary




OypTranuiir JaxuH xananLyynax

YncelH  BypTranuitH  rapuunras | X33, BOC3, BUBC3-uiH Axnbl | anba

Buymk onrox XYPnblH TIMA3MNan au3CnaH

rapcHaiac Xolw axnbiH 5

XOHOIT |
Mapasannuiir “Licemed” nporpamg | Mapuunras XynaanraH | Axnbl { anba
opyynax 6rCHeBeC XOWW axrbiH 5

XOHOIT

4.24. IMNopTbIH 3MUIAH TYPraBUYMNNC3H GOMNOH SHIMMAH BypTrang aapaa:( 6apumT Guuryyauir
BypayynHa. YyHa:

4.24.1. Om BypTryynax GaiiryynnarbiH anbaH XycanT, 3MUIH 213P3rnN33HuiA sBUag
rapax dYaHap, awoynryn GaignbiH GartanraaHbl QYrHANAT, 32 333MWIAH Aapaax
TaH4anT cyganraa XWX axnblH Ternesneres:

4.24.2. YinasapnarynitH apx Byxuit anBaH TywaanTHbl Hap, fapbiH ycar, Tamra
TamMAraap Gartanraaxyyncad MoHron Yncap TyxaiH GyTaaraax\yHWiAr BypTryynax
epreanuitH 3x XyBb;

4.24.3. MoHron YncelH 3m XaHraH Huinyynax Gairyynnara 3CXyN TeneenerduinH
rasap Hb TyxaiH yAnasapnarytai GaiiryyncaH am 6ypTryynax rapasHui xyynbap
XYBb;

4244, OmM yWANABIPNANWAH  30XWCTO  gagan (GM™)-biH  rapumnras
(YnaBapnaruniiH 6atanraaxyyrncad xyynéap);

4245 3px Gyxun Gaitryynnaraac GaTtanraaxyyncaH 3Muiit ByTa3argaxyyHui
cepTucuKaTeIH 3X XyBb 3CXyn anbaH écoop GatanmraaxyynceéH xysb (JOMB-biH
HKULLTUIAH Aaryy 6a aMuiaH Gy TaaraxyyHUIN TOROPXOMNONTEIN XalicapracaH Baiix);
4.24.6. Ynngsapnary yncpaa OypTraracaH GypTranuiiH rapu ¢NrasHuil xyynbap
(BypTran Hb Xy4MHTaiA, Xyralaa gyycaaryin rapyYnnrasHuin xyyné ApbIr YANOB3pnary
9CXYN NULIEH3 333MLLMMMMIAH TaMra Tamaraap GatanraaxyynaH 11oyynax);

4.24.7. OMWIAH XSHaNTbIH XaTyy 3oxuuyynanTTai apx 6yxwii Gaiiryynnarartait
yncap 6ypTraracsH acxyn 6ycapn 5 yncag 6ypTraraceH 6aiigan ‘ragaagbiH yncag
BypTrarAcaH, GYpTran Hb XYYMHTIM, Xyrauaa Ayycaaryii rapuur |'s3Hui xyynGapsir
YANABApnaryuiH Tamra TaMArasp GatanraaxyynaH npyynax);

4.24.8. YunaeapuiiH TaHunuyynra (CD-3ap yANABapnanuitH npc liecchbir xapyyncaH
Meava xanbapasp, uaacaap 1-2 xyyacaHa GartaaH MOHIOr Xamnaap OpuyyrmK
npyynax);

4.24.9. YAnOBIpnaryuiH aLCUAH GYTaIraaXyYHL XUACIH LLMHM JANra3HMIA OYHIMAH
3X XyBb, LUMHXWMTI3HWA apradnan;

4.24.10. YANAB3pnarduitH YHAC3H YAN4nary 6ornoH Tycnax GoLuUchbir WMHXWACIH
LWMHXKUAT33HWIA AYH;

4.24.11. byT33radXyYHU xagranax Xxyrauaar GaTancaH TOrTBOPTOA YaHapbiH
cygjanraaHbl OyH;

4.24.12. ByT3H UyBpanbir xampyyncaH YAnABIPNanuiiH au ' naraaqbl 3aasap,
YWNAB3PISMMAH NPoLIece, CXeM (Aamknara AyHAbIH XSHaNTbIr (pyynax), BakLUHbI
XyBbJ, HWAT LlyBpanbiH Tamaarnan (summary lot protocol):

4.24.13. EpPeHXWA HIPLUNWAH SMUAH XyBbA OMOXYP3XYMH YiHApbIr TOrTOOCOH
cypanraanbl AyH (OOMB-viH 3eBnomxvind Aaryy waapanaratii aMuinH xan6apt
XWAC3H cyganraa);

42414, BakuvHbl XyBb, OMOH Yncaj 3eBlLUseperace: nabopaTopuiiH
LUMHXUNTI3HUA AYH BOMOH TyxalH ynckiH: apx. Byxuit Gaiiry,nnaraac OnrocoH
LiyBpankir 4YeneenceH ceptTudukar acxyn TyxawmH ynceiH apx 6y::ain Baiiryynnaraac
ONroCOH TYYHT3M AyALBXYAL 6apumT BudrvitH 6aTanraaxcaH Xy ib;

4.24.15. OMWIAH XOPOH YaHap (epeHXUA HIPLLUNWIAH 3M3HL Xaniaapaxryi), Maasx,
awynryr 6ananbir cygancaHd cyganraanbl OyrHanT;



4.24.16. Huanman Haiipnaratait SMWiH XyBb[, [aH HalpnaraT:i1 amM3ac YANanuiiH
WASBX33p Unyy, aloynryin 6onoxeIr TOrTOOCOH CyAanraaHs! [yH;

4.24.17. OMWIAH rapgaaj Xaparnax 3aaeap, M cyananeiH anbap 3sesneneep
BatnyyncaH MoHron xysuiiH xamr;

4.24.18. OMUIMH aHxpary 6oMoH Xo&paordy caBnanTbiH eHref A2Nraman 3ypar,
3arBap A33X (SMuIr onrox Hexuen, GypTranuitH gyraap 6uun ¢ TanGapbir 3aaca
Banx);

4.2419. AxnbiH  anGaTtaii  rapas  Gyxul  UTTBMXNArAC: A naGopaTtopuiiH
WWAHXWUNTI3HWIA AVH (3H3 3aanT TyPraBunncaH BypTrang xamaar axryn).

4.24.20. BypTryynax aMUIAH YHWUIr OTOOAbLIH BEeHUI GOMOH W MrN3HIUIAH YHaTan
XapbLyyncaH cyganraa;

4.24.21. BypTryynary Gaiiryynnaraac yHA3CHWIA YANABIPT YW |Bapnargaar aMaHa
XWAC3H 3aX 333MUAH 3P3NT X3PArLias, XYPTISMKMIAH cyanraa;

4.2422. laapgnaratait TOXwonaong rafHbl UTFAMXNArAciH nabopaTopuidH
LWUMHXNNT33HWA 6ONOH T33BpUIAH TeNnGepuitH 6apumT:

4.25. Boanoroop GypTrax amuiir Gyptrang GypTryynaxsa Aapaax €apumT Buuryyguir
BypAayynHa. YyHa:

4.251. Om BypTryynax GauryynnareiH anGaH XyCanT, 3\IMAH X3parmasHuii
ABLAA rapax YaHap, anynryn bananbiH 6atanraaHbl oyrHanT;

4252, 3ax 399MMAH Japaax TaHAanT cyganraa XWnx axditiH Teresrneree;
4.253. YAnaBapnardmiti apx Gyxvil anbaH TyllaanTHbl HAp, rapblH YCar,

Tamra TomAarssp OatanraaxyyncaH MoHron Yncap Tyxait  GyTasargaxyyHWir
BypTryynax epregnuiiH ax xysb;

4254, OM  yAngBapnanuiiH - 3oxuctoii  Aagan  (GNI2)-biH  rapuunras
(YAnasapnarynitH 6atanraaxyyncaH xyynéap);
4.28.3. Opx Byxui Bairyynnaraac 6atanraaxyyncaH amuiH 6yTaargaxyyHWii

cepTuUUKaTbIH 3X XyBb acxyn anbaH &écoop GaTanraaxyyrncaH 1yBb 3CXyn Yeneet
XyAangaaHbl rapynnrag;

4.256. Yinasapnard yncgaa  6yprraracaH BYPTraniiAH  rapunnrasHuia
xyynbap (GypTran Hb XYYWHTAA, Xyrauaa dyycaaryim rapuunasHuin xyynbapbir
YANABIPMAry 3Cxyn fMUEH3 333MLIMMYMIAH Tamra TamArssp 6aranraaxyynaH
npyynax);

4257. YinaespunH Tanunuyynra (CD-sap yANABsprinuiH npouecchir
XapyyncaH meava xanbapasp, uaacaap 1-2 xyypacaHp 6artaiH MOHron xanasp
OEHYYIDK UpYYnax);

4.25.8. YANAB3pNarYuiH 3UCUIAH  OyTIsrAaxXyyHA XUACHH  LUMHXMIT33HUNA
AYHMMIAH 39X XYBb, LWMHXUITI3HUIA apravnarn;

4.2509. YANABOPNarYMitH - YHACSH  yinunard  GonoH rycnax Gopuchir
LUMHXXUNCAH LUMHXUIT33HUIA OYH;

4.25.10. ByTtaargaxyyHuin xagranax xyrauaar 6atancaH TCITBOPTON YaHapbIH
cyAaanraaHel AyH;

4.2511. EpeHxuin HIpLUNUIAH 3MWIH XYBb, BUOXYPAXYIH *[aHapbIr TOrTOOCOH

cypanraaHbl AyH (AOMbB-nitH 3eBnemxuitd aaryy Laapanaratiii aMuinH xanbapt
XWWAC3H cyganraa);

4.25.12. OMUH XOPOH YaHap (epeHXMn HAPLUMMIAH 3M: 44 Xamaapaxryh),
naasex, alynryn 6angneir cygancaH cyfanraadsl 4yrHasT;

4.25.13. OMWIH rafaaz Xxaparnax 3aaeap, OM cyfnarnbiH antap 3esneneep
BatnyyncaH MoHron xyBuiiH xamrT;

42514, OMUIH aHxaard GonoH Xoépaord caBnanTbiH eHr¢ T 43nraMan 3ypar,
3arBap [33X (OMuiAr onrox Hexuen, BypTranuitH gyraap Guuw Tanbapbir 3aacaH
Bainx);



4.26.

4.25.15. AxnbiH anbartail  rapad GyxXuil  UTFBMXKNArAc:H nabopaTtopuitH
LUMHXUNTI3HWIA iYH (3H3 3aanT TYPraBuMmcaH BypTrang xamaar axryn);

4.25.16. Waapanarataii TOXMONAONA rafHbl UTT3MXKMArG 19H naGopaTtopuiiH
LLUMHXUNT33HWIA OOMNOH T33BPUIAH TenbepuiiH 6apuMmT.

Opyyn M3HAWAH Tycnamx, YANYANrasHUA 3pcanviiH Aaatran BYXUA 3MH3MTMIAH

TyCnamxX, YWNYUNrasHp 30puynaH YaHapsiH yAMPAMarsiH TOrTOMLCOTOR OMOH YAChIH
XaHram>xwiiH Baiiryynnaraac HWanyynax smMuinH 6yptrang GypTryynax:g Aapaax 6apumr
Buuryyauiar 6ypayynHa. YyHa:

4.27.
YyHAa:

4.26.1. OM OypTryynax GairyynnarbiH anGaH XyCamnT, 3\MAH X3parnasHuii
fiBLaA rapax YaHap, aroynryin 6ainaneiH 6atanraaqbl gyrHanT;

4.26.2. 3ax 333MMIAH fapaax TaHAANT Cyfanraa Xuinx axntiH TeneBneree;
4.26.3. OnoH yncbiH xaHramuilH  GaulryynnarblH = a1x  Gyxwit  anbaH

TyWwaanTHbl H3p, rapblH ycar, Tamra Tamaraap Gatanraaxyync:ad Mowron Yncag
TyXaiH ByTaaraaxyyHuir 6ypTryynax epreanuinH ax xysb;

4.26.4. MoHron VYncbiH am xaHraH Hwiinyynax 6:aryynnara  acxyn
TeNneeneryniH rasap Hb TyxailH OMOH YNCbIH XaHramxuii: Gauryynnaratai
BairyyncaH am BypTryynax rapasHui xyynbap xyeb;

4.26.5. IOMUIAH BYT33ra3xyyHWUiA TOAOPXOMMONT;

4.26.6. YANOB3PNaryMdH SUCUMIAH  BYTI3rAaXYYHA XWACIH  LLUMHXKUNT33HUM
AYHMMAH Xyynbap XyBb;

4.26.7. OMWIH ragaaj xaparnax 3aasap, OM cyananbiH ianbap sesneneep
BatnyyncaH MoHron xyBuitH xamT;

4.26.8. OMUIH aHxaard 60noH X0EpAord caBnanTblH HrOT 43Mraman aypar,

3arBap Ad3XK (OMuIr onrox Hexuen, BypTranuiti ayraap 6uuw: Tanbapsir 3aacaH
6anx);

4.26.9. BypTryynax aMuidH YHUIAr 0OToOAbIH BeeHUIn B0.10H MKBKUIMSHIUIH
YH3T3M XapbLlyyncaH cyganraa;
4.26.10. OMUiAH yaHap GoroH aroynryin Gangneir GypaH xapuyuax Tanaap

OI'OH YNCbIH XaHramXxuiH Gairyynnara 6a Morron Yncag Tten:eneH GypTryynary
TanbiH anbaH Maparaan;

4.26.11. Waapanaratan TOXVMONAONA ragHbl UTTAMXKNArAG3H nabopaTopuinH
LWWHXUNT33HWA BOMNOH TI3BPUIAH TenBepuitH 6apumT;

YHOSCHWIA YANABIPUAH SMUIAH BYpTrang gapaax Gapumt Guur jyauiar GypayynHa.

4.27.1. Om BypTryynax GairyynnarbiH anbaH XyCanT, aMWUAH > HParnasHUiA siBLaf
rapax 4aHap, atoynryin OGananelH GaTanraaHbl QYrHanT, 3a> 333NUAH Aapaax
TaH[anT cyganraa XWX aXKIbIH Tenesneres;

4.27.2. YAnasapwiH 3px Oyxui anbaH TywaanTHbl H3p, TipblH yCar, Tamra
TamArasp GaTtanraaxyyncaH TyxalH GyTaaraaxyyHWir GypTryyiax epreanuiiH ax
XyBb;

4.27.3. Opx Oyxvn axnbiH anbaHaac @ GatanraaxyyncaH OHYHbl SMYUIAH
rapymMnrasHum xyynbap (xapae 6awraa Gon);

4.27.4. TeHeTUKWAH HeeL, awwrnacaH Toxuwongong apx Oyxui Galryynnaraac
ONrocoH 3eBLUeepnuinH BaTnraaxyyncan xyynbap;

4.27.5. YNnAaBapuiiH TaHUNLUyynra;

4.27.6. 3M yANAB3pNaxX YWN -axwunnaraa - 3pxnax TYCré  3eBLUSSPNUIAH
rapYUnrasHui xyynoéap;

4.27.7. Owm yangeapnanuiaH  3oxmucton  gagan (GM)-biH  rapumnraa
(yunasapnaryuiiH 6atanraaxyyncaH xyynéap);



4.27.8. ®dapmakoneiiH  xopooroop  GaTrAyyncaH,  Xy-u {ToW Xyrauaaranm
chapmakonenH eryynanuitH GatanraaxcaH xyyn6ap (TyxaiH aM MY-siH Yo-g
opooryin Toxuongona);

427.9. AxnbH anbatad raps3  Oyxuil  UTFEMXKNArACE 4 naboparopuiH
LWMHXUINT33HWIA OVH;

4.27.10. YHACSH yununary GonoH Tycnax 6G0AuChbIr LUMHXKMUTICIH ynaeapnary
(ragHb!I 60M0H AOTOOAIH)-NAH LUMHXWUMrI3HWIA OVYH,

4.27.11. OMUINH TOITBOPTOW YaHapbIH CyAanraaHb! AyH;

4.27.12. OMWIAH cbapmakonorn YAngan, WASBXAM SMHAN3\iiH eMHex G60oroH
OMHAM3YWH cypanraaraap cypancaH [AOyH (epeHXwid  113pWUAH  3M3HA
Xamaapaxryn),

4.27.13. Om cyanansiH canbap 3esBneneep GatryyricaH xaparn:i< 3aaBap;

4.27.14. AHxgary GOnoH X0&pAory caBrnanTblH 6HreT 3ypar, 3:1'Bap 433X (DMuir
onrox Hexuen, GypTranuiiH ayraap 6uunx TanGapeir 3aacaH 6ai i¢);

4.27.15. BYpTIyynax OSMWAH YHUAr GeeHUn BGOMOH KWK/ FMSHIUAH  YHITAM
XapbLyyncaH cyaanraa;

4.27.16. Waappnaratan ToxXvongona rafdHbl WTrOMMKNAr4c:H nabopaTtopuiiH
WNHXUMra3HUIA BONOH T33BPUIAH TenbepuinH BapumT;

4.28. VmnopTbiH ynamknant GonoH romeonatv 3muidH GypTran;| gapaax 6Gapumt

Buuryyguiar Gypayynna. YyHa:
4.28.1. Om BypTryynax GairyynnareiH anbaH XycanT, 3MUAH > BP3rM33HUIA aBLAaA
rapax 4aHap, awynryin GanansiH 6GaranraaHbl LYrHANT, 32 333NUNH  Aapaax
TaHOanT cyfanraa XWX axknblH TENeBneree;
4.28.2. YanasapuitH apx Oyxuid anbaH TylwaanTHbl H3p, FipblH yCar, Tamra
TamMAarasp OGaranraaxyyncaH Moxron Yncap TyxaiH 6yTa3ras) \ryHunr Gyprryynax
epreanuiH 3x XyBb;
4283. Om yangeapnanuiaH  3oxuctod  papgan  (GMP)-biH  rapunnras
(ynasapnaryminH 6atanraaxyyncaH xyynéap);
4.28.4. TyxalH ynceH 3px Oyxuin Gairyynnaraac 6GaranriaxyyrncaH 3MWiH
OyTaargaxyyHu ceptudmkaTbiH 3X XyBb acxyn anbaH écoop 6aranraaxyyncad
XyBb (JOMB-bIH XWULWrMAH garyy);
4.28.5. YinasapuiiH TaHunuyynra (4aacaH 60mnoH Megua xant: 333p);
4.28.6. byTaaraaxyyHuin TOAOPXOANONT, X3parnax 3aant, 6yca: am 60NoH amMWitH
XanbapTal xapunLiaH Hereenex Heneenen, ray HenNeeHui Tans apx Maa33nan;
4.28.7. YUnpBapnarduiH SLCUIAH BYT33rgaxyyHA XWUMCAH LUMH4MNra3HUA ayH (ax
XYBb), LUMHXAIT33HWIA apravnarn;
4.28.8. Opu Hanpnarag OpCOH TYYXUA 3OWAH raparn yycan, LWMI{KUIraaHUA OyH;
4.28.9. TorrsopToi YaHapblH cyganraaHbl AyH;
4.28.10. OMHaN3YMH BMHeX (amMmbTaHA XWMIACaH Loumor Ba apxa ® xopyy YaHap, rax
Henee, Yp XxeBperp Yy3yynax Henee OonoH MyTal, XaBAO:|) YYCrax Henes),
3AMH3N3YMH yp Henee, atoynryi 6ampgan (amHanayiH |, |l war bl cyganraadsl yp
OVH, UN3PC3H rax Henee)-biH cyAanraaqsl AyH;
4.28.11. Ynamxnant >op 6G0noxbir HOTMOX >XOPbIH 3X CYfBamkuiH Tanaapx
M3433nan (roMmeonaT aMaHa xamaapaxrym);
4.28.12. OMWIAH ragaapg Xaparnax s3aaBap, 3M cyonaneiH (ianfap 3esneneep
Batnyyncad MoHromn xyBuinH Xamr;
4.28.13. OMuiH aHxpard 60nMoH XO0EpAord caenanTbiH ©Hre: A3Nraman 3ypar,
3areap [232X (OMuir onrox Hexuen, GypTranuitH gyraap 6uun:: Tanbapbir 3aacaH
Bainx);
4.28.14. AxnbiH anbatain ropa3a Oyxun  UTramknaracild  nabopaTtopuiiH
LUMHXWUITI3HWIA OVH;



4.28.15. BypTryynax aMUiAH YHUIAr 4OTOOALIH GeeHMit BONOH KU UrN3HMUIAH YH3T3MN
XapbLyyncaH cyfanraa;

4.28.16. laapanarataii TOXWMONMAONA ragHbl WTFAMKNAACHH nabopaTopuitH
LWMHXMIra3HUA BONOH T33BPUIAH TenGepuitH 6apumT;

4.29. YHO3CHWIA YANABIPUIAH ynamxnanT aMuitH 6ypTrana Aapaax (JapumT Buuryyauiar
OypayynHa. YyHA:

4.30.

4.291. 3Sm BypTryynax GanryynnarbiH anbaH XycanT, 3MUIAH X3P3rnasHUi
fBUaA rapax yaHap, aoynryi 6aianesiH 6atanraadbl AYrHINT, 3: X 333MUAH Aapaax
TaHOanT cyganraa Xuinx aknblH TONeBneres;

4292 YinasapuiiH apx Gyxui anbaH TylaanTHbl HAp, I'apbiH ycar, Tamra

TaMArasp GatanraaxyyncaH TyxaiH GyT3arAaxyyHUAr GypTry\I18X eprefnuiiH ax
XyBb;

4.29.3. l'eHeTWKUIH HeeL| alumrnacaH Toxuongona apx 6y wit 6anryynnaraac
OMNrocoH 3eBLUeepnuiiH BaTnraaxyyncax xyynbap;

4294, YAnABapuiiH TaHUnUyynra (LaacaH 6onoH megua an6apaap);

4.295. OM YANOB3PMaxX YWAN axwunnaraa apxnax Tyclail 3eBLUeSpRnWiiH
rapuYMnrasHui xXyynoap;

4.29.6. OM  yiAnaespnanuiiH  3oxuctod  gagan  (GAIP)-biH  rapumnnras
(YAnaBapnaryuiid 6atanraaxyyncaH xyynéap);

4.29.7. YWUNAB3pN3rdniiH 3LICUIAH BYTI3rA3XYYHA XUAC3H L INHXUMTISHWIA OVH;
4.29.8. OM3H[ OPCOH TYYXWIA SAWMIAH rapan YyCruitH Gue 1r, WMHKXUMAT33HWA
AYH;

4.29.9. AxnbiH anbatan ropss OyXuiA UTIAOMXKNArACiH nabopaTopuiH
LUMHXWIT33HUA AVH;

4.29.10. LLnHaap 30X1OH BYT33CIH AMUINH XYBbA 3MHAN3Yil4 eMHeX (aMbTaHA

XWAC3H Loumor 6a apxar xopyy 4YaHap, rax Hemnee, yp XeBpelld y3yynax Heree
GonoH myTaL|, xaBpap yycrax Heree), aMHan3yiH yp Henee 6: awynryin Gangan
(emMHan3yiH |, Il wartHbl cypanraadbl yp AyH 6a Wnapcili rax Henee)-biH
cyaanraaHbl AyH;

4.29.11. Ynamxnant »xop OGOnoxbir HOTMOX XOPbIH 3X CYEHBarDkwWitH Tanaapx
M3433nan;

4.29.12. Om cyananeiH canbap 3esneneep 6aTnyyncaH Xaparn:x 3aaBap;

4.29.13. AHxpgary 6onoH xoépaory caeranTbiH ©HreT 3ypar, 3ziBap, 433X (Smuitr
onrox Hexuen, 6ypTranuiH gyraap 6uymx Tanbapbir 3aacaH 6al i();

4.29.14. BypTryynax 3MWAH YHWAr GeeHWIn BOMOH WK IFN3HIUIAH  YHATIN
XapbLyyncaH cyfanraa;

4.29.15. llaapanaratan TOXWONAONA ragHbl WTIAMXNArAciH naboparTopuii
LUMHXUNTa3HUA 6oNoH T33BpUIAH Ter.6epuinti 6apumT;

OMUIAH TYYXWUIA 3auiH BypTrang gapaax Gapumr Gudryyauiar 6yg,1yynHa. YyHa:
4.30.1. OmuiH Tyyxui ag BypTryynax anbaH XyCanT, X3parn)HUi siBLAg rapax
YyaHap, awynryn GangneiH GatanraaHsl AYrHANT, 3axX 333NuA- gapaax TaHganT
cyAanraa Xwix axbiH Tenesneres,

4.30.2. YnnasapunH apx Oyxuin anbaH TywaanTHbl H3p, [#pblH YyCar, Tamra
Tamaraap Gartanraaxyyncad MoHron Yncag TyxawH GyTaaraa \ryHuAr GypTryynax
epreanuniH ax XyBb,

4.30.3. YnnaeapuiiH TaHunuyynra (LaacaH 6onoH anekTpoH xar (53paap);

4304. Om ywngeapnanuiH  3oxucton  pgapgan (GMP)-biH  rapuunras
(yngsapnarymMiiH BaTanraaxyyncaH xyynéap);

4.30.5. Man, ambTaH, ypraman, apaac, 6airanviad rapantan Ty\rxuin ag 6on rapan
YYCIMAH Guumr, TogOopPXONIonT,



4.31.

4.30.6. Tyyxvid  2OUAr  LUMHXWUIIC3H yinaeapnaruuiit - naGopatopuitH
LUMHXUMTI3HUIA OYHMUIAH 39X XYBb;

4.30.7. AxnbH anbataii rap3a  Gyxwil  UTTAMXKNArACEH nabopaTopuiH
LUMHXMAT33HUIA AVH;

4.30.8. Anxgary 60rnoH x08pAord casnanTblH OHreT 4anraman 3 {par;
4.30.9. UWaapgnaratan Toxmongong ragHbl UTraMMIIArG 38H nabopaTtopuitH
LMHXWUNraaHWA 60M0H Ta3BPUIAH TenGepuitH 6apumT;

IMnopTeiH oHownyypbiH BypTrang Aapaax 6apuMT Gudryyabir IYpAYYNHA. YyHA:
4.31.1. Onowwnyyp GypTryynax GairyynnarbiH anbaH xy:anT, X3parnasHui
fIBLIAA rapax YaHap, atoynryi 6angneiH 6atanraaHbl AYrHanNT, 3 iX 333nNUAH fapaax
TaHA4anT cyaanraa XUnxX axnblH Ternesneree;

4.31.2. YinasapuiiH apx Oyxuin anbaH TylwaanTHbl HAp, (apblH ycar, Tamra
ToMAraap Baranraaxyyncad Moxron Yncap TyxaiH GyT33rgax|yHUiAr OypTryynax
epreAnuitH ax XyBb;

4.31.3. YnaBapuiAH TaHUNUyynra (LaacaH GONoH aNeKTp( 4 Xan6apaap):;
4.31.4. YAnaBapnardMitH YaHapbiH yAMPANarbiH TOMTOMI[0OHBI  FAPYMITad
(1ISO13485)-Huin xyynbap (yitnasapnary 6atanraaxyyncaH 6ait

4.31.5. Mapan yycnuAH yncaaa “OHOLUMYYP” r3C3H iHrUMang OpCHbIr
ToAopxonnox Gapumt;

4.31.6. OHoLwnyypbIH epeHxXuii TOLoPXOMNoNT, 6BOPMEL, Y1 YYanTyVA;
4.31.7. OHowwnyypbIr WWHXNUNC3H NabopaTopuitH LUMHX (NF33HWIA OYTHAMT,
3arBap [33XVIAr TypLicaH OyHryya;

4.31.8. LWnHxnnraaHuin apcaan 60NoH XAHaNTbiH Tanaapx  1yrHanT;

4.31.9. OHownyypbiH  yinasapnan GonoH  3areapTiil  xamaapanTai
TEXHUKWIAH BapumT BonoH GaTanraaxyynant;

4.31.10. OMHAN3YWH YHaNraa, cyaanraads! oyH;

4.31.11. OMHIMNIAH M3PraXWUITTHYYASA 30pUYricaH Xaparm ix 3aasap, MOHIon
OpYYYIrbiH XaMT;

4.31.12. AHxaary 60noH xoépaory caBnanTbiH OHreT 3ypar, 3arsap 433X
4.31.13. Waapanaratan TOXMONfona ragHsl UTTAMXKIArAGIH naGopaTopuiiH

LUMHXUIr33HUIA GOMNOH T33BPUINH TenBepuitH GapuMT;

4.32. YHASCHUA YANAB3PWIAH oHOLWNYypbiH BypTrang fdapaax 6:ovmT  Gudryyauir
OypayynHa. YyHa:

4.32.1. Oxownyyp GypTryynax GanryynnarbiH anbaH Xy 1anT, XaparfnaaHuin
ABLAA rapax YaHap, awoynryin 6angneiH 6aranraadsl AYrH3NT, 3iX 333MMIAH gapaax
TaHAanT cyganraa XMinx axrbliH Teneeneree;

4.32.2. YnasapuiH apx Byxuin anbaH TywaanTHbl H3p, fapbliH ycar, Tamra
TOMAradp GatanraaxyyncaH TyxawH OyTa3argaxyyHWnr GypTryyriax epregnviiH ax
XyBb;

4.32.3. Yinaeapnan ssyynax Tycrain 3eBLUSePNUIAH rap4ul Iradnmin xyynobap;
432.4. YnaBapuiH TaHUNUyynra (uaacaH 60noH anekTpci4 xanbapaap);
4.32.5. ByTaaraaxyyHuiA opL, Haipnara, aroynryin 6anansl- yayynantyya;
4.32.6. LLlaapanaratain TOXWONAONA  OHOLIMYYPbIH  €136pMEL,  Maapar

YaHapbIH Y3yynanT;
4.32.7. Xaparnax 3aaBap;



4.33.

4.32.8. OHolunyypelH eBepMeLl, M3APar 4YaHapbiH Y3\'/MenTuiiH Tanaap
Xonboraox MapraxuviiH 3eBenviiH rapracaH AyrHanT;

4.32.9. AHxzary 605104 X0épaory caBnanTbIH OHreT 3ypar 3arsap 439X

4.32.10. Waapanaratai TOXMongona rafHbl UTFAMXINATA 19H NabopaTopuiiH
LWMHXMNra3HUiA BONOH T33BPUIAH TenbepuitH GapumT;

NmnopTeiH BUB-HUIA BypTrang fgapaax 6apumT Gudryyauiar 6yp,1yynH3. YyHa:
4.33.1. bypTryynaruniti anbaH XycanT, X3parnasHuWii sEllag rapax daHap,
akynryi 6ananeiH 6atanraaHbl AYrHANT, 3aX 393NWAH Aapaax raHganT cyganraa
XWIX aXrblH TeNeBrneres;

4.33.2. Yanasapnardniiti apx Oyxuin anbaH TylwaanTHbl H3p, rapbiH YCar,
Tamra Tamarasp OGatanraaxyyncaH MoHron Yncag Tyxaiit GyTaaraaxyyHUAr
BYypTryynax epreanuiiH ax xXyBb;

4.33.3. YWANABIpuiAH TaHUNLyynra (LaacaH 6omnoH anekTpoH xan6apaap);
4.33.4. byprryynary GauryynnareiH BB wmnopTtnox, ymanpax, xadrad
HUAMYYN3X YN axunnaraa apxnax Tycrail 3eBLUEePUH rapym. 1IrasHuin xyynbap:;
4.33.5, YWANABapnary Hb aM YWNAB3PNanuiiH 3oxucToit a:aan (GMP) acxyn

“UaHapbliH yaupanarbiH Tortonuoo”, “XyHcHuiA atoynryin 6ai,inbiH Tortonuoo’,
“XYHCHUIA YANAB3PN3anUAH aloynblH OYH LUMHXAMT33, 3r3artal LarvMinH XsaHanTbiH
xaHant”  (1SO:9001, 1S0:22000, 1SO17025:2018, HACCF)-bIr H3BTpPYY/C3H
rapumnras (yunasapnaryvinH 6aranraaxyyncaH xyynbap);

4.33.6. lFapan yycnuiH yncag BWB-HWiA  aWrunang oOpcoH  3CaXuMiAr
TOOopxonnox 6GapumT Guunr (ynasapnarduiiH 6atanraaxyynce |1 xyynéap);

4.33.7. TyxanH BUB-H1iA akcnopTbIH 38BLUBepen 3cXyn YineeT xyaanaaaHsbl
rapuymnras (YMnasapnardyuiH 6atanraaxyyncaH xyynbap);

4.33.8. YUNOBapnarduiH 3ucuiH  ByTaargaxyyHa xuiciH  nabopaTopuiiH
LUMHXMUNT33HWA LYHMUIAH 3X XYBb;

4.33.9. AXnbiH anbaTtah rapsa OyxXui  UTIFAMXKNAraciH  nabopaTopuiiH

LWMHXUINTISHUIA OVH;
#4.38.70. ByToesrgsxyyHuin opu, Havpnara, atloynryin 6anglibiH y3yynanTtyya,
YWANYNan, ceper HeNeeHun Tanaapx OO0MOH WWHXUNT33HWMIA april apraynan;

4.33.11. [eHeTUKWAH eepunenTe OPCOH OpLy almrnaiaH 3c3x Tanaap
YANABIPArYMinH TO4OPXOWANONT;
4.33.12. TyxaiH ByTaaraaxyyHui Hampnarap ameg 6udaun 13MeTaH opcoH Gon

Buunn GmeTHUIn oBOr, TEPNWUIAM NaTUH HAP33P TOAOPXOWN 3aac iH ByTa3argaxyyHUI
naTeHTbIH Tanaapx YnaB3pnaryuitH TOA0PXOMUNONT;

4.33.13. Capraswmiid  6ynart  Gartgar  opubir — aLlvrnaaryin  Tyxam
YWUNAB3PNArYviiH TOA0PXOMIONT,;

4.33.14. TyyxviA 30uAH rapan YYCNUWH Tr3pyvnras, TiAM33pUAH  YaHap,
atoynryin 6ananbir batanraaxyyncaH 6apumr;

4.33.15. Xaparnax 3aaeap MoHron xan p[a33p 6anmx (Gatrnargcad 3arsapbiH
Aaryy);

4.33.16. AHxaard 60n0oH X0&paory casnanTbiH @HreT A3NriMan 3ypar, 3arsap
033X;

4.33.17. Waapanaratan Toxmongong ragHsl UTraMxnarg:sH nabopaTtopuiiH

WMHXNINT33HMA 60NOH Ta3BpUIAH TenbepuiiH Gapumr,

4.34. YnpacHwnin yangeapuiniH  BUB-Hu  OypTrang  gapaax Gz pumT  Guuryyauniar
BypayynHa. YyHa:

4.341. BUB 6ypTryynaryuitH anGaH XycanT, X3parnaildvi faBuUaj rapax
YaHap, arynryin SangnbiH Batanraadbl AYrHINT, 3ax 333nuitl Aapaax TaHganT
cypanraa Xvunx axJrblH Tenesneres,



4.34.2. [eHeTVKWiiH HeeL| alLMrnacaH Toxuonaona apx 6y (ui Gawnryynnaraac
ONrocoH 36BLUBBPNUINH 6aTnraaxyyncaH xyynéap:

4.34.3. BUB-nir yinasapnax Tycraii 3eBLUSPNWAH raps NAraaHuii xyyndap
XYBb;
4344, YAnaBapuiH apx Gyxvit anbaH TyllaanTHbl Hap, apbiH yCar, Tamra

TamArasp GaranraaxyyncaH MoHron Yncag TyxaiH GyTaaraax\yHuir BypTryynax
epreanniH ax xysb;,

4.34.5. YINABIpNarduitH - aUCKHiAH  BYTIargaxyyHa XwidiciH nabopaTopuitH
LWMHXWUAr33HWIA OVH;

4.34.6. AXnbiH - anbatai rapas  Byxuit  UTFSMXKNSrACHH  nabopaTopuiiH
LUMHXUNTI3HUA OVH;

4.34.7. YpramnbiH rapantai BB 6on ypramnblH HEp, OBOr, 3YANWIAr
naTuHaap Guumk, xuiix apra 6onoH xan6apuitr TO[OPXOMMICOH 6 pUMT;

4.34.8. Tyyxuin aguiH rapan YYCNWMIAH rapymnrasa, TYyXiA 34MNAH H3PCUIH
Karcaant, TeArddpPUIMH YaHap, aoynryi Ganansir 6atanraaxyyn:aH 6apumT;
4.34.9. ByTaaraaxyyHuin opu, Haipnara, aloynryin 6angiibiH y3yynanTyya,
YAN4nan, ceper HeneeHui Tanaapx GOMOH LUMHXUMTAI3HWIA apre | apraynarn;
4.34.10. [eHeTVKUAH eepunenTef OPCOH OpL alurnaiaH 3cax Tanaap
YANAB3PNaryniiH TOAOPXOWMONT;

4.34.11. TyxaiH 6yTasraaxyyHuin Hailpnarag ambg 6u4nn (iMeTaH opcoH Gon
Buunn GreTHWA oBOr, TEPNWIAr NaTWH HAIP33P TOAOPXOW 3aéiK, X3PX3H raprax
aBcaH GoroH ByTa3rAdXYYHWIA NAaTeHTbIH Tanaapx YANAB3pnardiiiH TOAOPXOWONT;

4.34.12. CopraswminiH  Gynart  Gartgar  opubir  aulArnaaryin  Tyxan
YWANAB3PN3ryninH TOA0PXOANONT;

4.34.13. ByTaaraaxyyHuit xaparnax saasap (6aTrnaracaH 3a'3apbiH garyy);
4.34.14. AHxfard 60noH Xo&paory caBnanTbiH OHreT aypar, 3areap 433X
4.34.15. Waapgnaratain Toxuongong ragHel WTT3VKIArAGIH naGopatopuiiH

LUMHXNNT33HWIA BOMNOH T33BpuitH TenbepuiiH GapumT;
4.35. Xonb6orpox 3eBnenuiiH xypnaac “GypTraxryit” WWAABIP rapcaH 3M, 3MUAH TYYXUiA
3A, oHownyyp, BUB-HWI BypTranuitH acyyanbIr AaxuH xananuyynaxn 4. XapuH xypnaac
yr OyTaaraaxyyHuin Tanaap Toapyynax 30punroop XOWLLMyyncaH ToxXuc, 140na BypTranuir
xon6oraox 3eBnenuitH Xxyprnaap AaxuH XananuyynaH LWXAGB3PIYYIIHS.

Tas. bByptranuwiaH nyraap

5.1.  OMWiH GypTranuiiH ayraap He BYPTTarAcaH aMUIAH 3X YYCBap, (IyPTraracaH orHoo,
XYHUA aHaToMUiH ByTU3a cyypuncaH kof (ATC), aMWiAr onrox HexLer , XyBUitH gyraapbir
aryynHa.

- 4 YnceiH 6ypTtrang OypTraracaH amwiar gapaax 3arsapaap /[ /raapnax 6a Hap
TOMBEOHbLI Aapaax ToBunonelr awwurnada. YyHa:F/T/- aHx OypTraraciH oH, cap, eaep-
ATC-Onrox Hexuen-TyxaiH amuiiH gyraap (FT20161001AP00050)

ToBunon Tain6ap

3X yycBap F Foreign=Iagaagn Oyy MMMNOPTLIH IM;

FT Fast track=TypragunncaH Gyptran

L Local=YHA3CHWA yWNaBIpPWUIAH 3M
Monrong aHx | 0000 Huwaanban: 2016=0H
OypTraracaH oH |
MoHrong aHx | 0000 Huwaanban: 1001=10 capbiH 01- 111 egep

OypTraracaH cap egep

A Alimentary tract and " metabolism-Xoon
6onoacpyynax 3aMbIH SMIarT XSp:I_TlSX 3M




B Blood and blood forming organs-Llyc, wuyc
TOIMKYYN3aX 3PXTHUA IMIIT X3P3r 13X 3M

C Cardiovascular system-3ypx cyg:CHbl TOIMTOMLIOOHGI
3Mr3rT X3parnax am |

D Dermatologicals- ApbCHbl 3MrarT {3parnax am

G Genito urinary system and sex hormones-LLaac,
GanruiiH_TorTonuoo GonoH GaniiiiH aaasap

H Systemic  hormonal preparzlions, excl. sex
hormones and insulins-B 1nrmianH daaeap,

ATC kog WHcynuHaac ~ Gycag  TOrTOM.OOHbI  [A@aBpblH

6angman |

J General antiinfective for systimic use-HaHruiH

3CPar _ Xaparnax am |
L Antineopalastic and immunoriodulating agents-
XaBApblH _3cpar GonoH faapxnai HemneeT Goguc

M Musculo skeletal system-BynuuH Tynryyp 3pxTaHwii
TOITOMNLIOOHb! 3MIAIT X3P3rN3X 3V |

N Central nervous system- "aB M3AP3NUIAH
TOITOMNLOOHbI 3MIAIT X3P3rM3X 3N

P Antiparasitic products, insecticidis and repellents-
MapasuT, WaBxuiH __ scpar  6ang 14an

R Respiratory system-AmbcransiH 10MTONLUOOHbLI 3MrarT
X3Parnax am |

S Sensory  organs-ManpaxyiiH SPXTIHUA  3MrarT
X3parnax am

T Traditional medicine-Ynamxnant i

v Various-OmunitH  Tyyxui 35 6o.1oH Gycap Tepen
OypwvitH Ganaman |

Ho Homeophaty-lomeanatu 6anamas

P Prescription only=»opoop

Onrox Hexuen (0] OTC=xopry#

N Narcotic=maHcyypyynax

Ps Psychotropic=caTray Heneet

H Hospital=amHanruiid Hexueng,

TyxaliH 3MWIAH gyraap 00000 00050; 00051; r.m 5 undppasp

5.3. OHownyypbiH OypTranuiir Ayraapnaxag Hap TOMBEOHbLI [iipaax TOBYMOMbIT
awvrnana. YyHa: F-anx 6ypTrargcaH oH, cap, easp-LUMHXUNTISHWA 1epeng cyypuncaH
aHrunan-oHolnyypbiH ayraap (F20161001Bi00050)

ToBunon Taun6ap |

F Foreign=ragaapg Oyily UMMOPThIH
39X yyceap OHoLUnyyp

L Local=yHg3acHWi YIANABS [MAH OHOWNYYp |
YncbiH 6ypTrang aHX | 6000-00-00 YKuwaan6an: 20161001 6ywoy 2016 OHbI |
OyYpTrar4caH oH, cap, egep 10 capbiH 01 |

Bi Bi-Biochemistry-buoxuwv i1

Cc Cc-Clinical chemistry-Kr HHWKWAH xumn

He He- Hematology-I'emaTc noru
T —— Tepena Im Im- Immunology -Ummyt onorn

Ih Ih-Immunochematology-
ST ORI MMmyHoremaTonoru

Mb Mb-Molecular biology-M : nekynéuonoru

Mi Mi-Microbiology-Mukpo€ 11onoru

Pt Pt-Pathology-aTtonory




o O-Other-bycag |
TyxaiH OHOLLNYYpbIH Ayraap 00000 00050, 00051; r.m 5 unctpasp

5.4. BWB-HWin GypTranuitn Ayraap Hb TyxaitH BWB-HWiA ax yycB:d, Mowron Yncag
BypTraracaH orHoo, ycraH Tamaarnaraa, BUB-HWiA XyBuUitH Ayraapbir an'/nHa.

5.5. byprrang 6yptreraceH BUB-HA BypTranuith gyraap Onroxano HAp TOMBbEOHBI
Aapaax ToBYnonbir awmrnada. YyHa: F-aHx GypTraracsH oH, cap, efop-YcraH ToBunon-
ByTaaraaxyyHuin gyraap (F20161001Supp00050)

Tosunon Tanunbap |
OX yycBap F Foreign=apaap 6ytoy umnoptei41 BUE;

L Local=Yngachuin yitnasapuiH EiAB;
YncelH  ©yptrang  adx | 0000-00-00 HKuwaanban: 201601001 6yici' 2016 oHbl 10
OypTraracaH  oH, cap, capblH 01 ‘
egep |
Ycran Tamaarnan Supp Supplement-BuonoruitH MA3BXT 13yTaaraA3XyyH
Tyxaith BUB-Hu aoyraap | 00000 00050; 00051; r.m 5 undpasp

5.6. BypTranuitH rapumnrasr Har xyeb yingax, Gyptryynsrd 6anrynnaran onrox 6a
Xyyn6apmir Hb axnblH anbaHg apxuenaHa.

S5.7.  OMWIAH OYypTranuiH rapuunrasHa X33-uiH Japra, OHOWM'/pbiH  BYpPTranuiiH
rapunnrasHg BOC3-uinH XxypnbiH WWAABIPWIAT yHA3CN3H X33-uiiH gapra, BUB-HMiH
OypTranuiiH rapunnrasHa BUBC3-uiAH XypribiH LWMAABApUIAr yHAACHH X33-uiH fapra
rapblH ycar 3ypx, IMHA-Hbl Tamarasp 6arariraaxyynHa.

3ypraa. BypTranuiiH xyrauaar cyHrax, eepunex, Xy4uHryi onrox

6.1. TyxailH aM, aMWiAH TyyXuii 34, oHownyyp, BUB-HuiAr aHx 6ypTry ncaH Ganryynnara
OypTranuinH eepunent, Xxyrauaa CyHryynaxram xonGooToW YANAB3f/13r4aac upyyrcaH
GapumT Buunr, anbaH XyCanTuiAr aXnbiH anbaHa XyNaanraH erHe.

6.2. OMm, aMuiiH Tyyxui 3a, oHownyyp, BB  GypTryynardy GypiTonuiiH Xy4uHTSIA
Xyrauaa Jyycaxaac X0ép capbiH 8MHe Xyrauaa CyHryynax XyCcanTuir [ipraHa.

6.3. OMUIAH OypTranurH Xyrauaar CcyHryynaxan —gapaax Gapumr  Gudryyguiar
BypayynHa. YyHa:
6.3.1. bypTranuitH xyrauaar cyHryynax Tyxav yunasapnardviiH inéad xycanT;
6.3.2. YAnaeapuiiH apx Oyxwid anbaH TywaanTHbl H3p, FObIH Yycar, Tamra
TamMarasp GaranraaxcaH, TyxalH 3M, 3MUAH TYYXUA 3OWAH Xyrauaar CyHryynax
epreasIMmH 3ax XyBb,
6.3.3. AOMB-biH XuwWriiH paryy apx OByxuin Gawryynnaraac ©artanraaxyyncaH
3MUAH  BYT33rAaxyyHUA cepTudpukaTbiH - 3X  XyBb 3cxy™ anbaH écoop
BaTanraaxyyncaH xyBb (3MWIAH TYYXWIA 3434 Xamaapaxrymn);
6.3.4. Om  yangespnanuiaH - 3oxucton  pgapjan  (GMP)-biH rapymnras
(ymnasapnarvymiH 6artanraaxyyncan xyynotap);
6.3.5. AxnbiH anbaTtan rapaaTad UTFAIMXKMIANAC3IH NabopaTopy IH LUMHXUNT3HMIA
AYH;
6.3.6. 3m cyananbiH canbap 3esBnenuiiH xypnaap 6atnyyncaH xaparnax 3aaspbiH
XYBb (3MUAH TYYXWUIA 3030 XaMmaapaxryn);
6.3.7. Xyrauaa gyyccaH OypTranvidH rapuynnrasHuii aX XyBb;



6.3.8. AHxgary GOMoH xoépaory caBranTblH EHreT 3areap 3ypar (3MWIAr onrox
Hexuen, BypTranuiiH ayraap 6uumx TanGapbir 3aacaH 6aix, @ IAMIAH TYYXWA 3434
Xamaapaxryn);
6.3.9. byptryynary Gairyynnaraac YHA3CHUA YANABAPT VML 33pnaraasr aMaHg
XUAC3H 3aX 332MMIAH 3PANT XIPIrLi3a, XYPTIIMXKWIH cyaanraa (IMUIAH TYyXuid 3437
Xamaapaxryn);

6.4. OxownyypbiH GYypTranuiiH xyrauaar cyHryynaxag gapaax €apumt Guuryyamiir
BypayynHa. YyHa:
6.4.1. bypTranuiiH xyrauaar cyHryynax anbaH xycanT;
6.4.2. Ynngsapnarduiii apx Oyxui anbaH TylwaanTHbl HAp, ‘apbiH YCar, Tamra
TOMArasp GatanraaxcaH, TyxailH OHOLLMYYpbIH Xyrauaar CyHry /nax eprefnuinti ax
XyBb;
6.4.3. YMNABapnaryMiAiH YaHapblH  yaupanarsiH - TOrTONUOOHbI rapynnras
(1ISO13485)-Huin xyynbap (ynaeapnary 6atanraaxyyncaH 6aii(;
6.4.4. OHOLWIYYpbIr LWUAHXUNCIH NaBopaTopuiiH LUMHXUIra3HLIA AYFHAMT, 3areap
AZDKUAT TypLUCaH OYHIYYA,
6.4.5. AHxpgary GonoH xoépgory casnant (aHx GypTryyncaH 60noH 0A00MMiAH)-bIH
OHreT 3arsap sypar;
6.4.6. OMHaNMMAH M3PraxUnTHYYAdA 30pUyNcaH Xaparnax :aaeap (BOC3-eep
Batanraaxyyncan 6aiix);
6.4.7. Xyrauaa gyyccaHd 6ypTranuith rapynunrasHui ax xysb:

6.5. BWB-Hui xyrauaar cyHryynaxap fgapaax 6apumt Gudryyauiar 6y payynHa. YyHa:
6.5.1. BypTranuiH xyrauaar cyHryynax Tyxam yungsapnarduiniH {nbaH xycanT;
6.5.2. YingsapnardmiH apx Oyxuin anbaH TylwaanTHbl H3p, TapblH YCar, Tamra
Tamarasp OGartanraaxcaH, TyxaiH BWB-HWin xyrauaar cyHryy.1ax eprefnuiH 3x
XyBb;
6.5.3. BUB-HuiA aroynryih 6anansiH Tanaapx Mag33nan;
6.5.4. BUB-HWI x3parnax 3aaeap (BUBC3-eep 6aTtanraaxyync iH 6aiix);
6.5.5. Xyrauaa gyyccaH BypTranuiiH rapunnrasHuii 3x xXyBb;
6.5.6. AHxaard 6onoH xo&paory casnanTbiH ©HreT 3arsap 3ypa
6.5.7. AxnbiH anbaTain rapasTai MTraMKNaracaH nabopatopu iH  LUMHXUMTI3HWA

LYH;

6.6. AxnbiH anba Hb OyTaarAaxyyHUA OYPTraMMAH Xyralaa CyHraxtiit xon6ooTonroop
SMUMH rax Henee, awoynryi GananbiH M3A33NNUAH TalnaHr 3M cyananbiH canbap
3eBrieneec, ByTasraaxyyHUM YaHap, aroynryi GanansiH Tanaap Map ‘3KnuiAH XAHaNTbIH
epeHxuA raspaac, 3ap cypranuunraaHbl 3epunuiiH Tanaap Lly,1apra epcengeeH,
X3parnar4yuiniH Tenee raspaac xon6orgox caHan, AYrHanTuiar ynupell 6yp asy X33-a
TaHunuyynHa.

6.7. YWnasapnaryasc TyxalH OyTaarAsxyyHWA YANAB3PRANUAH Te (Homoru, cypanraa
LUMHXUMNTA3HWA Yp AYH, 3MUAH 3MYUMr3dHUA yp Henee 6GOnoH 33X 333NWAH 3panT
X3PAry33Ha HAALYYN3H 3MUIH YaHapbIr camxpyynax 30punroop auc/iH ByTaaraaxyyHa
XUk By eepunenTyyaunr axnelH anbaHg magaamk, XO3-UiH Xypllaap XananuyynHa.
YyHa:
6.7.1. AHxgary, Xo€paory casnanTtbiH eepynentT (xasrnan-, caBnanTbiH
3areap, Xamxa3a, martepwan eepunergex, G6ap kog, noro, reliorpamm, LUyBpan,
OypTranuiniH gyraap, ywnaeapnargcaH 6onoH gyycax Xxyrau:iadbl M3433MWAH
Ganpnanbir eepunex, aHxaapyynra, COpPaMXMYYNar, 3Cpar 3a:lnT, rax HenesHwi
M3L33NNWAr TOAOTIOX, X3P3rnardug 30puyrncaH M3433NNUAT eepunex, 3ypar,
Xonboraox Ma433nan 39prnr HaMax, xacax),



6.8.

6.9.

6.7.2. Byx TepnuiiH Wwaxmar, Kancyn, naa 3apar aMuitH xan6zp A33px Guumrnan,
TaHUX TaMA3r, 63X 33prUir eepunex:

6.7.3. HamanTt casnanr;

6.7.4. X3parnax 3aaBpblH ©6PUNenT (3MUIAH X3P3rnax 3aaBptiH XyBbA LUMHI3P
©BYHWUM 3aanT HOMIrA3aryi ToXnongona);

6.7.5. OMWIAr onrox HeXLNWIH eepunenT;

6.7.6. Oucwith GyTaarAaxyyH GOMOH YHACAH YAMUNAMY GOAUC:IH LWIMHXUArS3HUIA
apra, apraynanbsiH eepynent;

6.7.7. TorteopToit BaianbiH cypanraaHs AYH, Xagranax »\frayaa, xagranax
HeXLINMUIAH eepynenT;

6.7.8. TyxailH YANAB3PNArYMNH HIP, XasarvitH eepunent (Tyxai YANAB3pNardmiiH
H3P 3CXYN Xanar eepyneraAceH, rapan yyCrnuiaH ync eepuneraeen |1 TOXMongona);
6.7.9. JIMLeHs 933MLIMMMWIAH HAPWIH BepYnenT;

6.7.10.Tycnax 6onoH Gyaary BoauchiH HaWpnara, TYHrMAH eep'inenT (OroH yncap
3eBLUeeperaceH 6oancoop conux r.m);

6.7.11.OMUNH ByT33rAaXYYHWUIAT YIANABIPNAX Yitn axurnaraaHbl HepUnenT;
6.7.12.3MuitH ByT33rA3XYYHWUIA XyAanAaaHbl HApUtH eepunent (YHAC3H Ynunary
BonoH Tycnax 6oanc, TYYHWIA TYH XaMXK33 eepUneraeeryil TOXUCIaona);

BypTrang eepunent opyynaxaz aapaax 6apumt Gudryyauiir 6yg,1yynHa. YyHa,
6.8.1. bypTrang eepunent opyynax Tyxai YAnaBapnarduitH anb : H XycanT;

6.8.2. YunaapuiH apx Oyxwuii anbaH TywaanTHbl H3p, rzblH YC3r, Tamra
T3IMAraap GatanraaxcaH, TyxaH ByTa3araaxyyHA eepunenT opy'nax epreanuitH ax
XyBb;

6.8.3. ©epunenTrain xonbooTol A3NrapaHryin Tainnbap, xon6orlox 6apumT Guunr
(arxpary 6a xoéphory caBnanT eepuneraceH Gon XyyuuH GoniH WWHG 3arsapblH
eHreT, O49NraMan 3ypruir xapbLyynaH xaecaprax, 3LUCWUiH GyTiargaxyyH, YHAC3H
yinunardy 60AMCHIH LUMHXWUATG3HUIA apradynang eepunenT CficoH 6on axibiH
anbatain rapaa Oyxuil WUTFAIMXNArACOH NabopaTOPUNH LUV IXKUMT33HUIA  AYHT
XaBcaprax rax mar);

6.8.4. TorteopTor GananbiH cyaanraaHbl OyH, Xagranax xjrauaa, xagranax
HOXLITUIAH ©6pYNenTUAH XYBb LUMHXI3HYUAH AYIHAT;

6.8.5. XynangaaHbl HOpUNH ©epUnenTuitH XyBba OypTranuitH 6\|>aH GapumT Guyur
BypayynHa.

X33, canbap 3esreneec gapaax TOXVONAOMA M, 3MUAH TYY)IAA 34, OHOLLMYYP,

BUB-HuiA BypTranuiar XxyuuHryin 6onroHo. YyHa:

6.9.1. Tapan yycnwitH ynceiH BypTranaac xacaracaH GonoH Xz Parnaxa3 60nbCoH
3M, 3MUIAH TYYXUI 34, oHolunyyp, BUB;

6.9.2. BypTryynard GonoH ynnaeapnaryaac OypTranuir xy4uHiyin Gonrox an6ad
XYC3nT UPYYNCaH;

6.9.3. TaHpanT cyganraaraap TyxaillH GyTaargaxyyH dvaHap, itoynryii 6aiansiH
Waapanara xaHraxryi 60noxbir UTFAMXNArACIH 3CXYN naenaiiia nabopaTopuitH
WKMHXMNraa ©OonoH Oycap Gapumt  Ouuur,  cyganraadbl  [yH, M3PraXxnuiiH
BanryynnarsiH AYrH3anT33p HOTNOrACOH;

6.9.4. Xyypamu 6Gapumt OGuumr GypayynaH Oyptryynax, ByfiTanuiir eepunex,
Xyrayaa cyHryynaxrai Xxon6ooTon LwWuinasap rapryyncaH 60noxXbiIr TOrTOOCOH
LUMHX334, XYYIb, XAHANTbLIH BanryynnareiH gyrHant;

6.9.5. TyxaH GyTaaraaxyyHWin YaHap, WAsBx, atoynryid GanplisiH Tanaap apyyn
M3HAWWAH Bairyynnara, Mpragaac MPC3H roMAnbiH Mepeep X/yMb, M3PraxnuiiH
XAHanTbiH Banryynnara wanrad WARAB3pnacHMiA garyy BypTrsl1aac xacax caHan
WPYYIICaH,;



6.9.6. byTaargaxyyHuit YaHap GOMOH HOLTON rax HeneeHWil '(MMaac XYHWUA amb
9PCOAC3H, yhaaH xyralaaraap 3MYNYYMC3H, XenKnuiAH G3px 113anTaii  GoncoH,
XeAenvepuiH vyageapaa angcaH Hb xon6orgox Xyynb, XsAHanibiH GanryynnarbiH
WianranTaap HOTNOrACOH;

6.9.7. OMUMIraa OHOLUMOrOOHbLI CTaHAAPT, 3aaeap, YAWUPA IMX, 36Bnemxeec
XacaracaH, xaparnax3a3 60nLcoH;

6.0.8. [IOMB GonoH TyxaiH YNCbiH M, XYHCHWIA 30XMLYYN:MTbIH apx Oyxwui

Baiiryynnaraac TyxawH GyTaargaxyyHUIAr Xaparnaxuir XOpWIMOGidH Tyxan rapracaH
LWMAABIP;

6.10. Byptransac xaccaH GOMOH 3ax 333M33C SPryyrasH TaTax WMAAB3P rapcaH
TOXWONAONA XYPrblH TAMA3MM3N rapcHaac XOWLl axrblH 7 XOHOMMiAF [OTOp XonBorgox
Xyynb, XAHaNTbIH Bairynnarag Magaanxk, Laxum M3f33ImUIAH CaHg 66 UnenT opyynHa.

6.11. BypTrang GypTrarfcaH oM, 3MUAH Tyyxuin ag, oHownyyp, B /IB-Ha BypTranuiH
Aapaax TaHAanT cyfanraa xunx waappnaratai Gon X33-eec ax:biH yaMpAAMKUAr
Gatamk, TaHganT cyaanraa xuitx 6aruinH 6ypanaaxyyHUIAT TOMUMHO.

6.12. ByTaarAaxyyHuUid BypTranuiir CyHryynax XyCamTuir aHaxyy yjivibiH 6.2-T 3aacaH
XyrauaaHp, upyynaaryi Toxuongona OypTranuiiH xyrauaa [Ayyccild egpeec SXMaH
OypTranryia Toouox axnbH anba 6ypTranaac xacaracaH TOMASMMAr: r M333HWIA caHpg
XUAHA.

Honoo. bycan

7.1. X33 GonoH canbap 3eBnenuitH xyprnaap Xamanuyynax aMm, 3MUiAH TyyxXuii ag,
oHownyyp, BUB-HWiA BypTranuith 6apumT Guurnisr anbaH GUYUr, Xa:rMiH CTaHAAPTbIH
Aaryy 6atanraaxyynaH, axnbiH anba Hb xonborfox 3eenen, canbap 3BNeNutH HapWItH
Buuruiti faprag axnbiH 5 XOHOMUIAH 8MHe UPYYN3H XypribiH TeNeBnere iHa TycryynHa.

7.2. byptryynard Gamryynnara GypTryyncaH GyTaargaxyyHUNAX3s uaHap, aloynryi
Gaitpang TaBbCaH XxAHANT, cyganraaHbl TaWnaH, AYHMWAH Tanaapy YHaH 3eB, 6oauT
mMaa3ann3sp X33, canbap 3eBNenuiir xaHraHd axxkunnaHa.

7.3. byptryynary Gaitryynnara GYpTranuidH XypaawmdkuAr HOX3MM IMIC3H  XyrauaaHg
Gapargyynax Gereepn LUMHX33YMAH AYrHANT rapcaH GOMOH LUMHKWATES 3X3NCHIAC XOMLL
BypTryynax xycantuiar Gyuaaxryi.

7.4. BypTranuitH Xy4uHTaW xyrauaa Oyxuii ynceiH BypTranuitH rapuy lrasr GypTryynary
Gairyynnara xynasH asaaryin Toxwongong Moxron Yncag WNTOPTROX, TYraax,
AMH3MTVAH TYCNaMX YANYUNTa3HA X3P3rnNaxuir XOpUrioHo.

7.5. X33, canbap seBneneec BypTranaac xacy, 3ax 333M33C dPryyniH Tatax Wuiassp
rapcaH OyTearAaXyyHWAr 3ax 339M133C 9pryynaH TaTtax s3apaneir GypTryynard Tan
xapuyuHa.

7.6. TyxaiH BYTI3rgaxXyYHUAr X3parnax sBuUaf XYHWA 3pyyn M3HA amb Hac, 34UNAH
3aCrr XOXMPOOCOH Hb Xyynb XAHaNTbiH Gairyynnaraap TOrTooracHH Gom  yuupcaH
XOXUPMbI© TyXaiH YANAB3pNard, HANNyynard Tan xapuyuax 6apargyyn - a.



Haiim. BypTranuitH 6apumMT BUUrWiAr xagranax, aLumriex
8.1 BypTracaH am, amMuiiH Tyyxuil aa, oHownyyp, BUB-HUit MagaaHuil caH, OypTranuiH
apxvBbiH GapuMmT BuurvidiH Hyyunan, 6ypaH 6yTaH Gaianbir axneii anba XapuyLax,
“ApxuBbIH Tyxai Xyynb'-UiH garyy xagranHa.
8.2 ApxublH GapuMT GUUrVAr 3eBxeH anbaH XaparussHA 30puyr:aH BanryynnarbiH
"ApxuBbIH 6apuMT almrnax, nasnaraa xyyn6ap onrox” >xypMelH garyy aLuurnaHa.

--000--
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Har. 3m, aMuiH Tyyxuit ag, OHOWNYYp, BUONOrMIAH MAIBXT BYTarA:IKYYHWA OypTranuint
Tenbep, 3apAnbiH KUK

1.1, BypTrang am, aMuiH Tyyxuit ag, BUB, OHOWNyyp OYpPTrax yi.1 axunnaraaHsl Xenc

(Laawwg "GYpTranuitH Ten6ep” rax)-uir eMuUNitH XaNOIpUIAr yn Xapliin3aH yncelH TecesT
TenHe.

1.2, Om, amMuitH Tyyxuit ag, BUB, OHOLUNYYPbIH BYPTranuitH Tenbe uitr Byptryynary Tan
xapuyuax 6a TyxanlH BypTasrasxyyHuin 6ypTranuiH acyyaneir X933 6onoH X33-unn
BOC3, BUBC3-nitH xypnaap xananiyynaxasc omHe YNCbIH TOCOBT " 13nceH banHa.

1.3.  Tapaap samwoTaap xwitrgax Tenbepuir am.gonnapaap xwin: Ha TyxanH eapuiH
MoHronfarkHbl  XaHWaap TOOUHO. lapgaang  WUMKYYSMMAH  (LAMTIBAMAr  Terery
Gavryynnara xapuyuHa.

1.4, Byptranuith Tenbep He ByuaaH Tenex HEXLIeNIYWraap Aapas i XamxaaTan GaiHa.
YYHA:

.f . TenbepiinH Xamkaa /Ter/
' Ne | BypTranuin repen 1 T s
L Byprrox | CyHrax
|1 | IMNOpTbIH SMWItH TYPraBYUnCaH Byprran 900,000 | 600,000
|2 | IMNOPTBIH SMUIH 3HIUiH BypTran 800,000 | 600,000
| 3 | YnaacHuir YANABIPUIAH 3MWIAH BypTran 400,000 ' 250,000 |
|4 | OMWAH TyyXuit 34uiH GypTran ) 500,000 ' 300,000
5 | 4 6a TyyHaac Ad3W HavpnaraTtai HUANM3N Hapnararai 1,600,(00 = 600,000 |
UMNOPTbIH 3MWIAH BYPTran | e
| 6 ;S,S?g:]wﬁ YWANAB3PT YANAB3PAIrAAST UMIOPTHIH IMUIAH 1,600,(1)0 600,000 ‘
| 7 | X33-eec Boanoroop BypTraxasp TeneBneceH 3MUIH 300,011 800000 |
L Gyptran NN | o B i | A g
8 | NmnopTeiH BUB-Hui Byprron g 800,000 ~°, 600,000 |
9| YHAICHW® yiAnasopuit BAB-wwA Gyptron [T 400,000 250,000
10 | IMnopTeIH oHOWNYYpbIH Oyptran ) 300,000 260,000
_ 11 | YHaacHuin YANABIPWUIAH OHOLNYYPbIH BypTran 200,000 150,000 |
12 | BypTranuiti eepunenT sm, GG . -300,0000 - I
13 | Byptranuit eepunent oHowwnyyp I =T R

1.5. BYPTranuiH WWHXSaY axunnyynax, XyHui aMuiH 3esnen 6c¢li0H TyyHuiA canBap
3OBNOMUAH MMLLYYASA Xypary, OpOonucoH Laraap TOOLOH aXmbiH X(iMc onroxon, fapaax
wuwruir GapumTanHa. |

| Ne [ Yan axunnaraas! Tepen XaMMUX HIK | ~ Yuoa lrer/
f 1 | X33, canbap sesnenuiix TULYYOWIAH  @XIbIH 1 xyH/uar 20,000
? xenc 7 J




2 | ®apmakoneilH XOPOOHbI FULLYYAWIAH aXKITbIH 1 xyH/uar 20,000

Xenc

3 | OMA-Hbl [3pragdx MApraxnuiiH  3eBRenuiH 1 xyH/uar | 20,000
MMLLYYAWMIAH 2XKNbIH XOrc

4 | OMWIAH  M3A33N3n  C3TTYYNUAH  pedaKLyviiH 1 xyH/uar | 20,000
36BMENVIAH TULLYYOVMIH aXnblH Xerc |

5 OM 3y, AMHAN3YINH LUMHX33YNIAH KMbIH X6IC 1 wnHxasy/am 150000

@ OHOLL 3YIH LUMHX334UIAH @XIbIH Xerc it 1B

oHownyyp

7 | BUB-HUA LUMHX334YMiAH aXITbIH Xenc 1 WKnHX334/BUB 100,000

8 | GMP-MiAH LLIMHX334YMIH aXnNbIH X8rnc 1 WwnHXau/yunasap 100,000

9 | Xypan, yin axunnaraaHbl 3apgan 1 xyH | 5000

XO0Ep. OM, 3MUIH TYYXWIA 37, OHOLLNYYP, GMOMOMVAH MA3BXT BY1H3rA3XYYHMIA
BypTranuitH TenGepuiiH 3apuyynanTt

2.1. byptranuiH TenGepuiir AxnbiH anbaHbl TECEBT 3appang TycraH GaTnyymk gapaax

YAnN axwrinaraasg sapuyynHa. YyHa:
2.1.1. N'apHbl GONOH YHAICHUIA YANABAPTAN TaHWNLAX, CyAnax, PCANUAH YHaNr33
XWX, YANAB3ParyuitH Tanaap naenaraa asax;
2.1.2. OMWUAH 3ax 393MWIAH GONOH WA3BX, YaHap, awynrvit BananbiH TanganT
cyfanraar TorTMon siByynax;
21.3. TaHpanT cyganraa sByynax yAn axunnaraad: luaapgnararai
MIPra)KUNTaH, YHINraaHUA Barniar rapaaraap axunnyynax 3apa:i;
2.1.4. SMUIH rax Heneer BypTraH M3433n3x yin axunnaraa |ait xonborgox yimn
axunnaraaHbl 3apgarn;
2.1.5. OMUIH raxx Heneer MaA43aNax, M3433N3N COMUIILOX OO+ YIChIH XAHANTHIH
TEBUIAH MULLYYHYANWAH TenGep (Yncanna onoH yncbiH XAHaNTE H TeB);
2.1.6. BYpTranuitH LUMHX334Y4UAH aXbIH Xerc;
2.1.7. WwHxazuma GonoH 6ypTryynard Gauryynnarap 30piiyncaH cyprantbiH
3apgan,
2.1.8. BypTranuiH rapuynnras xaBnyynax;
2.1.9. GMP-uitH 6aTnamXuinH rapyunraa xXasnyynax;
2.1.10. WaapanaraTtan 3apum YN axunnaraaHg OnoH YICbik 36BNeX, LUMHX334
axunnyynax;
2.1.11. OnoH yNcbiH Y33CranaH siapmar, Xypan 3eBfiereeH, iOrMHoO XxyrauaaHsbl
CypranT ceMuHap, TaHunuax asnang XyHui aMuitH 3eBnenuitd Awyya, xonborgox
M3PraXXUNTHYYA, LWNHXIYOUAT oponuyynax; '
2.1.12. OM 3yrH canbapblH Xyynb 3pX3yW, 30XWULYmanT, Xap iDKUMT34 awmrnax
HOM, TOBXWMOI, rapblH aBnara, 3MWAH M3433M3N CITRYYM, 3M 3YWAH Y3YYNanTuiar
X3Bryynax;
2.1.13. OMUIH 30XUCTOIN X3P3IrNIFHWIA MIAIANAN, CYpPranT CypT:i14nnraa;
2.1.14. M3a33HMiA CcaHrMilH TOrTBOPTOW YN axunnaraa, ©Gap Kogxyynax,
LUMHAYMAN XWX 3apaan;

2.1.15. MoapraxnuinH ragaag, [OTOO[ X3Bran,  HOM - TOB)/AMON, MS3[33N3n,
3axuanax, UHTEPH3IT 3pX aBax;

2.1.16. Tepeec apyyn MaHAWAH Tanaap OGapuvmTnax OGOANCIbIH X3P3NKUNTUAT
XaHraxag waappaarfax sapaan;

2.1.17. X33 60s10H TYYHUIA canbap 3esBnen, dapmakonemH x:poo, 3M 3y, M
cyanarnbiH M3Pra)vinH candap 3eBrenuinH xXyparn, yin axunn: -aaHbl 3apaarn;
2.1.18. 2KypMblIH X3parkunTaj XAHanT TaBux yun axunnaraa,

2.1.19. Tepeec apyyn MaHOWAH Tanaap OGapumTnax 604nNirbiH 9M3yWH YN
axunnaraar XapankyynaxTain xonborgcoH Bycag yin axunnarz i;



2.1.20. YHpacHuUin chapmakoneli GonoBcpyynax, XaBnyynax, 6as {ummnT Xuix:

2.2. AxnbH anba ynceiH GypTranuiiH TenGepuiiH oprioro, 3apnartiH TalmaHr axmbiH
anbaHaac xun GypuiH 1 ayrasp ynupang 6GarraaH OMA-Hbl M, yiinasapnan,
TEXHOMOMMMH raspbiH  33XYX-T TainarHax, XyHUA OMUAH 303NenuiH  Xypang

TaHWUNLyynHa.

--000--



A. UMMOPTbLIH 3M BYPTIYYNaX BPFG,EIBJ'I '
APPLICATION FORM FOR REGISTRATION OF IMPORTEE MEDIC[NES

PERRTRN R n {unw‘!"l‘ i

Opregnuiti xanbap (xonBorpox pepserkuHr TAMASII3)
Type of application (check the applicable box)

D WwnHasp BypTryynax
New registration

D Byprrang eepunent opyynax
Changes to an existing registration

Xyrayaa cyHryynax
]

Renewal of registration

T T

I

4

apyw'l MQH,Q ‘MH cangbiH 2019 OHbI

" eapuitng/

Tyluaanbm n paa,qyraap

raap
BcpanT

i
i
15+
b

OpreanniH 1-p xacrasc Bycasir AHMM Xan A33P OM YWANABIPNSMY ICXYIl NWULEHI 333MLLNMY

DerneHe.

|xsc@_

(To be fllled in Engllsh by manufacturer or license holder except Part )

g & -OPronen FAPFAF‘-!MMH TANTAAPX Man,aap@; L
’;._epre.qeﬁ raprand Hb TyxaiH vﬁnnsap sexynnnum
TeNeenex Xyysb ECHbl 9pXToN Teneenamhﬁu ras:|
acxys nuueua A3IMLLIMMYTIN rapag vami Mol
HWANYynax Ganryynnara Gaina. :

APPLICANT'S INFORMATION

|
The applicant shall be an legal representatlve of g
| license holder in Mongolia, or a Mongolian whole

-333MWMryuiAr MoHrona

) BCXYN TyXaWH YWnasap
‘01 YIcbiH 3M  XaHrad

foreign manufacturer or
aler, who has a contract

EVpTr'yyha.ru. Garyynnarsix
Hap
Name of organization

with the manufacturer on registration of listed mwilcme(s)

BypTryynary Baviryynnarsis
xasr
Business address

Wyyaanrwian xasr
Postal address

s e ed

YTacHbl gyraap
Telephone number

PakchiH gyraap
Fax number

E-maiin xasr
E-mail address

AXapunuax XyH, yTacHel gyraap
Contact person, telephone
number

1 X3Car,
PARTII

| YinaBaPASrUNAH TANTAAPX MSHSGHSH
MANUFACTURER INFORMATION: = -

YUnNABIPNaryuiiH Hap
Name of manufacturer

YANOBIPRardyuiiH xasr
Manufacturing site address

tyynaHruisH xasr
Postal address




YTacHel gyraap
Telephone number

dakchblH fyraap
Fax number

Bab xasar
Web address

Xapunuax xyH
Contact person

E-main xasr
E-mail address

JIMLEH3 333MLIMMYMIH HaP
Licence holder's name

JIMLEH3 33aMLLMIYWIAH Xasr
Licence holder's address

HI XOCar. BYTOOrASXYYHUN TANAAPX M3O33N3N
PART I PRODUCT INFORMATION :

OMUIAH XynanaaaHsel

HApLUMA

Proprietary name (trade
name)

OMWUIAH epeHXUIA HapLLNI
(xapBas Gaitraa 6on)
Approved generic name(s)
(use the INN, if any)

Yianunary 604WChbIH HAP, TYH XaMXa33
Name and strength of active ingredients

Hap TyHXaMXK33 Hap TyHXaMX23
Name Strength Name Strength

s 4,

2. 5.

3 6.

Tycnax 60ANCHIH H3P TYH Xamxa3

Name and strength of inactive ingredients

Hap TyH xamxaa Hap TyH X3mx33
Name Strength Name Strength

1 5

2. 6.

3 i

4. 8.

IAMUIAH xan63ap

Dosage form

Xagranax Hexuen
Storage condition

XYUYMHTIH xyrauaa
Shelf life

LLloLroHs! MoHUTOP

(3eBX8H BaKUMHA XamaapHa)
The vaccine vial monitor
(Related only for vaccine)

CasnantbiH xanbap
Primary packaging

CaenanTbiH Xamxa3 (Hank 6a
GeeHeep casnacaH)

Packing size (unit and bulk
package)

Onrox Hexuen (>kopoop,
OPryi, SMHANTNIAH HeXLeNL)
Dispensing category
(prescription, OTC or for




hospital treatment)

Xaparnax apra 3am
Route of administration

XyHu# BuenitH Bytay
AMUMMragHa cyypuncaH
aHrunan

Anatomical therapeutic
classification

$apmakonoriiiH aHrmnan
Pharmacological classification

lapaap 6anpan
Description

©Hre/Color | XanGap/Form Xamxaa/Size

Bypxyyn
/Coating

Bycap/Other description

Xaparnax saant
Indications

Xopurnox 3aant
Contraindications

Map33naracaH rax Henee
List of reported side effects

©pTer LWWHIracoH GeeHni yHD
Wholesale Price

IV Xacar. BYPTI3JIMNH TANAAPX M3433/131
PART IV REGISTRATION INFORMATION
YAnABapnacaH yncbiH Hap

Country of origin

YWnaespnary acxynnuueHs
333MLLIMIWUIAH yncag
6ypTracaH gyraap
Registration number

in country of manufacturer or
license holder

Name of the International
Supply Chain Management

YINABapnary acxyn nuueHs (dd/mm/yy)
333MLLNMYMIAH yncag
BYPTracaH orHoo
Date of registration in country
of manufacturer or license
holder
TyxaliH GyTaaraaxyyHuiAr
©YPTracaH ynceiH T00, Hap
Number and name of
countries, this product was
| registered |
VX3COar. YaHapbiH yavMpAnarbiH - TOrTOMLOOTOA OMOH  YNCLIH  XaHraMXWiiH
PART V Baliryynnaraac am OypTryynax Hexuens 3Ha Xacruir 6erneHs.
This part is required to submit a request for medii:ine registration from the
International Supply Chain Management Siistem  with a  quality
management system.
YaHapblH yavpanarbiH
TOITONUOOTOAW ONOH  YNCbIH
XaHramxuinH  BalryynnarbiH
Hap

System with a quality
management system.
Xasr

Site address

LyyaaHruian xasr
Postal address

YTacHbl gyraap
Telephone number

dakcbiH gyraap




Fax number

Bab xasar
Web address

Xapunuax xyH
Contact person

E-main xasr
E-mail address

| (authorized person) .................cccoeeeiiiii.
are true and correct.

Date...............

weeeeeeenJAKNBIH @NGaHbI HaP/
AT e st e S e i
LLyyAaHMIH Xalpuar: ................c.cco......
BRI e N S B s e




B. YHOSCHWUW YANOBSPUAH 3M BEYPTIYYN3X ©PT e

BpreanuitH xanbap (Xonboraox AepPBEMmKMHT TaMAarna)

:] LLMHa3p GypTryynax

:I Xyrauaa cyHryynax

:I Byptrana eepunent opyynax

I XC3r. YWNAB3PNArYMAH TANAAPX MB33N3N
(©prenen raprary Hb TyxaiH 3MWAr yiAnasapn:)ier MoHron Ynceis
3MWIH yAnasap GaiiHa) '

Hap

LyyaaHruitH xasr

YTtacHbl gyraap

dakcblH gyraap

Bab xasr

Xapunuax xyH

E-main xasr

11 XOCar.

BYT3SrAOXYYHUM TANAAPX MOL33N3N

SMuWiAH XyganaaaHb
HapLwmn

OMUIAH epeHXuiA Hap
(xapBeaa baiiraa Gon onoH

YNCbIH Hap)

Yinunary 6041CkiH Hap, TYH X3MX33

Hap TyH Hap | TyHX3aMXa3
XOMKIS |

1. 4

2. 5.

3. 6.

Tycnax 60AMCEIH HAP TYH X3MX33 |

Hap TyH Hap TyH xamx33
X3MXK33 |

1 5.

2. 6.

3. T

4 8.

IMUiAH x3nbap

Xagranax Hexuen

Xy4nHTal xyrauaa

CasnantbiH xanbap

CasnanTbliH xamxa3 (Hank 6a
BesHeep casnacaH)

Onrox Hexuen (opoop,
XOPryW, 3IMHINTUIAH Hexuens)

Xaparnax apra 3am

XyHuin Buenit ByTay
SMYNNTasHA cyypuncaH
aHrunan

dapMakonoriiiH aHrunan

Fapnaan 6ainpan

SHre | Xan6ap | Xamxaa | | Bypxyyn




Bycaa

Xaparnax saant
Xopurnox saant

MapaanaracaH rax Henee
YHA3CHWIA YiAN4B3PNarduiiH
aryynaxbiH yHa

i X3Car. BYPTIanWH TATIAAPX M3A33N3N

YHAcaH yianunary Goguckir
YANABIPNArYuiiH Hap, ync

OMWIAH YHAC3H yiAnunary
6ogvceir Moxron Yncag
BYPTr3CaH Ayraap, XyUWHTai
xyrauaa

........................ (Hap) MuHMIA MoHron YncbiH amuitH BypTtrang  GypTryyr 9xaap upyyncaH Gyx
Bapumt 6uunr yHaH BGereeq eprefen Hb ax xyeb GaiHa.

................. [apbIH ycar vere.Qb .....CEP ......000P

................................................ faxnblH anbaHbl Hap/
el e e B S B e DN o
LUYYRaHMAH XaAPLAT: ... e eeeeieeeeen
L o B .



B. UMMNOPTbLIH YITAMXINAITT 3M BYPTIYYN3X ©Pr en
APPLICATION FORM FOR REGISTRATION OF IMPORTED THADITIONAL
HOMEOPATHIC MEDICINES

OpreanuiiH xan6ap (xonboraox AepPBeHKIHT TIMASI3)
Type of application (check the applicable box)

] LnnHasp Gyprryynax
New registration

Byptrang eepunentT opyynax
Changes to an existing registration

D Xyrauaa cyHryynax
Renewal of registration

Opreanuiii 1-p xacraac Bycpbir MoHron SCXymAHFMM Xan 433p 36BXeli aM  YANABIpnard
Gernene.(To be filled in English by manufacturer only except Partl)

| X3Car. ePrefien rAPIATUVH TANAAPX M3O33N0I1. Sprefen raprary
PART I Hb TyXaWH yWAnaBapuir MoHrong Teneenex [{fynb  €CHbI  SpXTalt
Teneener4uiAH rasap acxyn TyxaﬁH 3MUIAT YANAB3| | 13rvTaM rapas byxuii
MoHron YncbiH aM XaHraH HWiAnyynax ﬁaﬁryynnan BaiHa.
APPLICANT'S INFORMATION

The applicant shall be a legal representative of a orergn manufacturer
in Mongolia, or a Mongolian wholesaler who haa a contract with the
manufacturer on registration of listed traditional r jedicine(s).

BaitryynnarsiH Hap

Name of organization
BaitryynnarsiH xasr
Business address
LWyyaaHruidH xasr

Postal address

YTacHbel gyraap

Telephone number
dakckIH gyraap

Fax number

Bab6 xasar

Web address

Xapunuax xyH, yTacHel gyraap
Contact person, telephone

number
E-mann xasar
E-mail address
T X3CaT, YWNOBOPNAr UV TANAAPX Moo |
PART I MANUFACTURER INFORMATION

YAnABapnardyuiiH Hap
Name of manufacturer
YAnaBapnardyuiH xasr
Manufacturing site address
LyyaaHruiaH xasr

Postal address

YTacHe! gyraap

Telephone number

QakcblH gyraap
Fax number

Bab xasar
Web address




Xapunuax xyH
Contact person

E-maiin xasr
E-mail address

I X3Car. BYTOSTASXYYHUU TANAAPX MB33N13N
PART il PRODUCT INFORMATION

SMUWIAH XyhanaaaHo!

HapLmMn

Proprietary name (trade

name)

Haiipnarap Gaitraa ambTaH, 3p/ACUIAH aHIMI MOHION HAP, YPramMnbIH TaTUH Hap, XaN 333
Latin name and strength of plants, Mongolian and English name and strength of m nerals and animals in

component

Hap TyHX3MXK33
Name Strength

Hap
Name

TyHXxaM¥23
Strength

i

4.

2.

5.

3.

6.

Tycnax 60ANCEIH H3P TYH XaMX33
Name and strength of inactive in

redients

Hap TYH xamu32
Name Strength

TyH xamxa3
Strength

il

2.

3.

4

OMuiAH xanbap
Dosage form

Xafranax Hexuen
Storage condition

XY4MHT3# xyrauaa
Shelf life

CaenanTbiH xan6ap
Primary packaging

CaenanTbiH xaMk33 (Hark 6a
BeeHeep caBnacaH)

Packing size (unit and bulk
package)

Onrox Hexuen (opoop,
XOPryi, SMH3NTUIAH HexXUenm)
Dispensirg category
(prescription, OTC or for
hospital treatment)

Xaparnax apra 3am
Route of administration

XYHuA BuenitH ByTay
AMYUIITI3HA cyypuncaH
aHrunan

Anatomical therapeutic
classification

lapaapn Gailpan ©Hre/Color

Description

XanGap/Form

X3aMka3/Siz ¢

YHap/Smell

Bycapn/Other description

Xaparnax saant
Indications

Xopurnox zaant
Contraindications

MapaanaracaH rax Henee
List of reported side effects




©pTer WuHracaH GeeHunn yHa
Wholesale Price

IV X3Car. EYPTTOIAH TATAAPX M3103N0N
PART IV REGISTRATION INFORMATION
YANABIPNACAH YNChIH HAp

Country of origin

Yiinasapnary yncag 6yptracau | (dd/mmiyy)
Ayraap, orHoo

Registration number and date
in country of origin

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

Date....c..coo0m0 Authorized signatuny..............cois

AN ABARS HARS 00 | ecaaeisassi /narr ¢ of the institution/
Xaﬂr ............................................. PAAPERS: . .o oovivviieni B i riassin:
LLyyaaHrvitH Xalpuar: ...........c..ccocveve.... 5 ORI | (S

1211 oSS SRS ) b T | |



. YHOASCHWIW YANAB3PUWH YNANMKITANT 3M BYPTIYYN:iX ePrefen

OpreanuitH xanbap (xonGoraox AePBeHKUHI TaMAAMA)

I:] LWvHasp BypTryynax

I:I BypTrang espunent opyynax

D Xyrauaa cyHryynax

IX3Car. YANABSPNATUUIH TATAAPX MOLG3NTaN 1
(©prefen rAPTATY Hb TYXAMH SMUAr vﬁmeapmaar MoHron Yncbi
YIAMMUIANT SMUAVH YANABOP BAMHA)

Hap

LyyaaHruiaH xasr

YTtacHbl gyraap

dakcblH gyraap

Bab xasr

Xapunuax xyH

E-maiin xasar

I XBCal.

BYTO3rASXYYHU TATAAPX M333N1aN

P—

SMUWAH XyaanaaaHsbl
HapLUnn

Hanpnarag Oaiiraa ameTaH, ypramarn, 3pACUiH Hap TYH X3MXaa

Hap

TyHX3M*¥32

Hap

TyHX3MXKa3

1

4,

2.

5.

3.

6.

Tycnax 604UCbIH H3P TYH X3MX33

Hap

TyH xamxa3

Hap

TYH Xamx33

1.

2.

3.

4

ol ~| o o

SMUIH xan6ap

Xagranax Hexuern

XY4YuHTII xyrauaa

CasnantuiH xan6ap

CaenantbiH xamx33 (Hark 6a
OeeHeep caBnacaH)

Onrox Hexuen (xopoop,
XKOpryi)

Xaparnax apra 3am

XyHui BreuninH ByTau
AMYMNTIZHA cyypuncaH
aHrunan

Omuunrazuuia bynar

Tapaap Gavipan

OHre

| Xan6ap [ Xomxaa

[ Bypxyyn

Bycag

Xaparnax aaant

Xopurnox saant

M3433Nn3rAC3H rax Heree




YHAacHWIA YANAB3PNAr4uiiH
aryynaxbiH yHa;

i X3Car. BYPTIOMUNH TANAAPX M3O33N3N
Haiipnarag 6aifraa ambraH,

ypraman, 3pLCcUIAH rapan
CNUMH ync

........................ (H3p) MUHMIA MoHron YncbkiH amuiiH BypTrang BYpTryy.13x33p uMpyyncaH Gyx
BapumT Guumr yHaH Gereen epregen Hb ax XyBb GaitHa.

DAKC: oo Fax:



A. 3MUWH TYYXWUI 31 BYPTIYYN3X ©Preas |
APPLICATION FORM FOR REGISTRATION OF ACIIVE
PHARMACEUTICAL INGREDIENTS

Opreanuiin xan6ap (xon6oraox AepBermHKUHr TOML3N3)
Type of application (check the applicable box)

D LLuHasp GypTryynax
New registration

D Byptrang eepunent opyynax
Changes to an existing registration

l:l Xyrauaa cyHryynax
Renewal of registration

OpreanuitH 1-p xacraac Gycabir AHrIK xan A33p 3eBX6H am yinnaeapnary 6e¢lnexe (To be filled in

English by manufacturer only except Partl)

| X3Car. ©Preflon rAPFArYMMH TANTAAPX MBA33N2. 1.

PART I ] ©pregen raprary Hb TYyXui SOWAT YIANABIPN: [YT3A rapas Oyxui

MoHron YnceiH aMuiiH yiainasap Gaiika.

APPLICANT’S INFORMATION

The applicant shall be alocal manufacturer who lias a contract with
the manufacturer on registration of listed API(s), |

Hap

Name

BawryynnareiH xasr
Business address
LyynaHruiH xaar

Postal address

YTacHbl gyraap
Telephone number
QakchiH gyraap

Fax number

E-maiin xasr

E-mail address

Xapunuax XyH, yTacHb! ayraap
Contact person, telephone

number
I X3Car. YWUIAB3PNSTUUMH TANAAPX M3O331130
PART I MANUFACTURER INFORMATION

YANAB3IpnarduiiH Hap
Name of manufacturer
YiAnABapnarduiH xaar
Manufacturing site address
LyynaHruidH xasr

Postal address

YTacHel gyraap

Telephone number

PakcbiH Ayraap
Fax number

Bab xasr

Web address
Xapuvnuax XyH
Contact person
E-maiin xasr
E-mail address
I X3Car. BYTOSTASXYYHUM TANAAPX MOA23N3N
PART llI PRODUCT INFORMATION




YiAnunary GoAuChIH Hap
Name of API

XumuidH 6ytay
Chemical structure

SMUIAH TYYXUIA SAUAH yycanT
The solubility of the API

Xagranax Hexuen
Storage condition

XYYWHT3A xyralaa
Shelf life

Casnant
Primary packaging

lapgaap 6angan
Description

©pTer WUHracsH BeeHui viio
Wholesale Price

IV X3Car. BYPTI 3MTMNH TANAARPX M333131 1
PART IV REGISTRATION INFORMATION | ;
YiAnaBapnacaH yncbiH Hap

Country of origin

Yianasapnary yncag 6ypTraceH
Ayraap, 0rHoo

Registration number and date
in country of origin

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

Date............... Authorized signaturs.....................
.............................. laxnbIH anbaHbl Hap/ cetteerenree e ssneee e JdNAM €2 Of the institution/
p o T | R o S N o e Addresss .o nmnseed b nr e
LLyyoaHrmidH Xxalpuar: ............cccoeveeee... BB . . vttt At s Bt
D L e et 08 = NS SRR ous ol | SRS SR



E. UMMOPTbIH OHOLUNYYP BYPTIYYNI3X ©PI'3aen
APPLICATION FORM FOR REGISTRATION OF IMPORTED DL/\GNOSTIC KIT

©preanuiiH xan6ap (xonBoraox AepPBerHKUHT TAMAIINI)
Type of application (check the applicable box)

D LLnasp BypTryynax
New registration

|:| BypTrang eepunent opyynax
Changes to an existing registration

D CyHryynax
Renewal of registration

OpreanuitH 1-xacraac Oycabir AHFNKM Xan O33p 36BXeH yunaeapnary Ger:eHe(To be filled in
English by manufacturer only except Part-1)

| X3Car. ©PrefieN rAPTArYMUH TANAAPX M333N3I11

PART I ©prefen raprary Hb TyXaWH yingsapwisr MoHning Teneenex Xyynb
€CHbl 3pXT3l TeneenerdditH rasap acxyn | TyxaitH OHOWNYYp
YANAB3PNAryTa rapas Oyxuih Modron YHGin[ o:-loa.unwp XaHrau
HuAnyynax Oairyynnara Gaina.

APPLICANT'S INFORMATION ,

The applicant shall be a Mongolian diagnostic kit t'holesaler who has a
contract with the manufacturer on registration of Jiagnostic kit(s)

Byptryynary  GairyynnarsiH
Hap

Name of organization
Byptryynard  GaifryynnarsiH
Xasr

Business address
LWyynaHriniiH xasr

Postal address

YTacHb! gyraap

Telephone number

dakcbiH gyraap

Fax number

E-maian xasr

E-mail address

Xapwnuax XyH, yTacHel gyraap
Contact person, telephone

number
HX3C3ar. YI?IJ'I}}BSPI’ISNM?IH TANAAPX Ma,uasﬁan
PART Il MANUFACTURER INFORMATION

YANABapnarduiid Hap
Name of manufacturer
YAnOoBapnarduiH xasr
Manufactiring site address
LWyynaHrniad xasr

Postal address

YTacHbl gyraap

Telephone number

DakckIH Ayraap
Fax number

Bab xasr

Web address
Xapunuax XyH
Contact person




E-maiin xaar
E-mail address

HIX3C3r.
PART Il

OHOLUNYYPBIH TANTAAPX M3O33ManN
INFORMATION OF DIAGNOSTIC KIT

OHolunyypbiH Hap
Name of the diagnostic
kit

KaTtonoruidn gyraap
Catolog number

OHolunyypbiH apra
Test method

LnHxunrasaHui Tepeng
cyypwncaH aHrunan
Classification of assay type

OHoLLUnyypbIH eBepmeLl,
M3/par YaHap

Sensitivity and specifity of
the diagnostic kit

Xagranax Hexuen
Stora_ge condition

XYUMHT3IN Xyrauaa
Shelf life

CaenanTbiH X3MX33,
Packing size

opTer WWHracaH 6eeHnA YHa
Wholesale Price

fyraap, orHoo
Registration number and date
in country of origin

IV X3Car. BYPTIONWAH TANAAPX M3L22M23N ' i
PART IV REGISTRATION INFORMATION |
YnosapnacaH yrcbiH Hap

Country of origin

Yinaeapnary yncag 6yprracan | (dd/mmiyy)

TyxaiH oHOLNYYpbIF
X3pParnagar yIickiH TOO, Hap
Number and name of countries
which has been using

| (manufacture rauthorized person)

this application are true and correct.

cvereneen JEKNBIH @N6GaHLI HAP/

D2 T |
LLyynaHrniai xampuar: ............
CDAKE: 1rrannnessssmnssnrsrssmsssmsnominens



E. YHOSCHUWA YUNOBOPUIAH OHOLLINYYP BYPTIYYN3X 3Prenen

©preanuitH xan6ap (xonboraox A8PBermKUHT TAIMA3INI)

LLnHaap BypTryynax

Xyrauaa cyHryynax

L1 L L

BypTrang eepunenT opyynax

| X3C3ar.

YANABIPNArYUAH TANAAPX MOO23NG

Hap

LyynaHriAH xasr

YTacHb! gyraap

DaKcbiH ayraap

Bab xasr

Xapunuax XyH

E-maiin xasr

1 X3Car.

OHOLLNYYPbIH TATIAAPX MGAGONoN _|

OHoLunyypbIH H3p

Katonoruiin gyraap

OHowunyypbiH apra

OHoLLnyypeIH 8R6PMBL, M3Lpar
YyaHap

Xagranax Hexuen

XYMWHT3M Xyrauaa

CasnanTtbiH xanbap, Xamxa2

YHA3CHWA YANAB3pnarduinH
aryynaxsiH YH3;

1 X3Car.

BYPTIONVIVIH TATAAPX MGO30130

Haiipnarag opx Oy 6ogucekiH
YANABIPIarduiaH Hap, ync

........................ (Hop) MuHMIA MoHron YncbiH aMUAH BypTrang  BypTryyr:ixasp upyyncaH Gyx
BapumT Buunr yHaH Gereed eprefen Hb 3X XyBb GaiiHa.

................................................ /axnbIH anbaHbl Hap/

P4 | I R CN
LyyaaHrmiaH xanpuar: ...........
DAKC: oo



X. AMNOPTbLIH BMONOrMAH UO3BXT BYTI3rA3XYYH BYPTIYY!13X 6Prefern
APPLICATION FORM FOR REGISTRATION OF IMPORTI:D

FOOD SUPPLEMENT

OpreanuitH xanbap (xonGoraox AepBemKUH TaMI3IN3)
Type of application (check the applicable box)

LLnHaap GypTryynax
New registration

[]
[]
L]

Xyrauaa cyHryynax

Renewal of registration

BypTtrang eepunent opyynax
Changes to an existing registration

OpreanuitH 1-p xacraac Oycapir AHIIM X3an A33p 36BXeH yinasapnard 6ernexe(To be filled in
English by manufacturer only except Part )

I XSCar.
PART |

©Prefien rAPrAryvimH TANTAAPX M3A33N3.1.

Opregen raprardy Hb TyxaiH yinasapwir MoHring Teneenex xyysb
€CHbl 3pxT3i TeneenerdMdH rasap a3cxyn Nlowron YmeeiH BWB
HUAnyynax Gawryynnara 6aHa.
APPLICANT'S INFORMATION i
The applicant shall be a Mongolian FD(s) wliolesaler who has a
contract with the manufacturer on registration of 1(s).

|
|

BaitryynnareiH Hap
Name of organization

BavryynnareiH xasr
Site address

UyynaHruiH xasr
Postal address

YTacHbl gyraap
Telephone number

dakcbiH gyraap
Fax number

E-maiin xasar
E-mail address

Xapwnuax XyH, yTacHbl fyraap
Contact person, telephone
number

I X3Car.,
PART Il

YANOBSPAATUMAH TANAAPX M3A33N3N 1
MANUFACTURER INFORMATION {

YInasapnarduinH Hap
Name of manufacturer

YingBapnardniiH xaar
Manufacturing site address

YTacHbl ayraap
Telephone number

dakcbiH ayraap
Fax number

Bab xasr
Web address

Xapunuax XyH
Contact person

E-main xasr

E-mail address |

HI X2Car. BUONOMMH UABBXT BYTIB8IA9XYYHUN TA] I8APX
PART Il M3L23N1aN ' |




3. YHO3CHWUIA YANAB3PUAH BUONIOMMAH MA3BXT BYT33 I A3XYYH
BYPTIYYN3X ePregen

Opreanuith xan6ap (xonGoraox A8PBEMmKUHT TaMAIM3)
D LnHasp BypTryynax
D BypTtrang espunenT opyynax

j Xyrauaa cyHryynax

1 X3C3ar. YWUNOBOPASTYUNAH TATAAPX MO33N3N » §
(eprefen TrAPrArY Hb T)fXAﬁH BUB-HUI Ir yanasapnsgar
MOHION YJ/ICbiH BUB-HW YWUNAB3P BAVHA) |

Hap

LyynaHruiin xanar

YTacHb! gyraap

dakcbiH ayraap

Bab xasr

Xapunuax xyH

E-main xasr

HH X3C3r. BUONOrMvH WOSBXT BYTOArASXYYHUM TAS ;\APX
M3433N30N

BuonoruitH NO3BXT

OYT33arA3aXYYHUA HAP

Haipnarap 6aiiraa yHAC3H yiin4nard 60AMCHIH HAP, TYH X3MXa3

Hap TYH XaM*33 Hap | TyH xamxa3
1, 4. |

2. 5.

3. 6.

Tycnax 6oavCbIH Hap, TYH X3MK33

Hop TYH X3M*33 Hap | TyH xamxa3
T 5. |

2. 6.

53, 7.

4. 8.

Xanbap

Xagranax Hexuen

XyuunHTal xyrauaa

CaenanTbiH xanbap

CaenanTtiH XaMXa3
(Hank 6a GeeHeep caBnacaH)

Xaparnsx apra

YHASCHWA  YANAB3IPNArdviH

aryynaxbiH YH3 _ |
11l X2Car. BYPTT3NUMH TAIAAPXM 30331131 |
bBuonormiH wasexr

BYTIarABXYYHWA YHAC3H

yiAnunary foauckiH

YANABIPNArYUAH Hap, ync




........................ (Hop) wmuHUIA MoHron YncbiH amuitH 6ypTrang BYPTIYYr iXa3p MpyyncaH Byx
Bapumt Guunr yHaH Gerees epregen Hb 3x XyBs HaitHa.

................. ["apblH ycar <.e.. DH .....CAP ......008p

LLyyAaHMRH XaAPLET: ..........cceveeeiieeeieeeseean,
BDEITEL e i s s s s b



A. S3MWWH YNCbIH BYPTI3NWIAH F3P'-IM!1F33HMM IAFBAP i

T i g, famt

g §

-—5?:‘

£ 3lf
Spyyn MSH,D,I IH caiabii 2019 IHbI
04" capbin A.! agpmm&/j réap
TyWaasnblH ¢ POBAYrasp xascpam

4

(coémbo)

3MUWUH BYPTI3NWAH MIPUYUNTas
MEDICINE REGISTRATION CERTIFICATE

BypTranuiH pyraap
Registration number

MOHIOf1 YIIChIH 3PYYJI MOHIWAH SAM . - g
MINISTRY OF HEALTH OF MONGQLJA..

Ne

i

;wx.-..mmmu % ..»;.au;h;a;;é#?ﬁmw?ag;
4

OMWIH EPOHXUI Hapwwnn
Generic name of medicine

XynannaaHs! Hapwun
Proprietary name (trade name)

3MUAH TYH, X3IMXI3, Xan6ap
Strength(s) per dosage unit and dosage form

YUNAB3IPNAryninK Hap
Name of manufacturer

YinaBapnary ync
Country of manufacturer

IuueHs 333MWKUIrYuinH Hap
Name of the product license holder

BypTran He OH cap

648P XYPTIN XYYUHTIN,

Registration valid until (day)

AMHA-HbI ToMA2r
Stamp of MOH

(signature)

MU Ynewii BYpTrona BypTraracaH sMuiH aynryi 6aianbii MaaaannmniH Taknanr 4op AypACaK Xyralaa || MPYYNH3
1 BypTrana GYRTraracHaac XonwW IXHUA 3 KWIWAK XyrauaaHa Xarac xus TyTam;

2. [lapaarviid 2 xuUnwiH xyrauaadz wun TyTaMA;
3 Xovwwmpg BypIranuiti xyrauaa cyHryynax 6ypT;

Nole: Periodic safety update repon of registered medicine shall be provide below
1. Firslly, every 6 months from the date of regislration whitin the 3 years:

2. Secondly, every years in the next two years;
A Further, every extenalon of the registration perlod;

XYHUIA SMWIAH 30BneAKiH gapi i
Chairman of Council on Human Me cine

(rapeiH ycar)
(name)

(ye:l)

(Hap




B. OHOLUYYPbIH YNCbIH BYPTI3MUAH FSPYUYUNTI3H /U 3ABAP

(coémbo)
MOHIron YNcCbIH 3PYYN MA3HOWWH AAM
MINISTRY OF HEALTH OF MONGOLIA
OHOLLNYYPbIH BYPTI3MTMAH M3PYUNTa3
DIAGNOSTIC KIT REGISTRATION CERTIFICATE
Ne

Byptranuith ayraap
Registration number
OHoWwnNyypbIH H3p
Name of diagnostic kit
KaTanoruiin ayraap
Catalog number
CaBnanTbIH X3aMx33
Packing size
YinasopnardymmH Hap
Name of manufacturer
lapan yycnuiH ync
Country of origin
Byprtran Hb OH cap e4ep XYPTan XYUnH1HNA.
Registration valid until (day) (month) vrear
OMA-HbI TamAaar XYHUI 3MUIAH 36BNSIMAH Lipra
Stamp of MOH Chairman of Council on Humz n Medicine

(rapbIH ycar) 113p)

(signature) (name)




B. BUONOIMUH UOSBXT BYTI3rA3XYYHUM YNChIH BY PTraMUAH
F3PYUNTI3HUNA 3ATBAP

(coémb0) MOHIOn YNCLIH 3PYYN M3HAWMH SIAM

MINISTRY OF HEALTH OF MONGOLIA

BMONOrUWH MA3BXT BYT33rA3XYYHUIA BYPTIANIMAHII :YUNra3
SUPPLEMENT REGISTRATION CERTIFICATE

Ne

Byprranuith gyraap
Registration number

BuonornitH uaaBxT GyTraaraaxyyHui Hap
Name of supplement

CaBnanTbiH XaMX323
Packing size

YinneapnardyMmH Hap
Name of manufacturer

Fapan yycnuiiH ync
Country of origin

BypTran Hb OH cap efep XYPTan XY4YUHTH.

Registration valid until (day) (month) \rear)

SMA-HbI TaMAaar XYHUIA 3MUITH 3eBnenuiH aapra
Stamp of MOH Chairman of Council on Human Med t:ine

(rapbliH ycar) [13p)
(signature) (name)




