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Onucanue Tabnerxw, NOKPBIToIE NNEHOYHOA TabneTkd, NOKPbITLE
060NQUKOW, OT CBETNO-PO3080ro A0 reHoYHOA 0BOSIaHKOR,
PO30BOrQ C KPEMOBATHIM OTTEHKOM UBeTa, pO30BOIC C KPEMOBATLIM
Kpyrnsie, ABOAKOBLIMYKNBIE, Ha nanome OTTEHKOM UBETa, KpYrnbie,
rabneTk ot Besloro Ac Genoro ¢ ABOAKOBLINYKNbE. Ha
KPEMOBaATBIM Ut cepoEaThiM CTTEHKOM uanome Tabnevku 6enoro ¢
usera KPeMOBaTEIM OTTEHKOM
useta
MNop1MHHOCTD BpeMR yAepKuBaHua OCHOBHOrO NUKa Ha Bpemn yaepKUBaHUA
XPCMATOrPaMMe UCnBITYeMOro pacteopa OCHOBHOIO NUK3 Ha
LOFKHO COOTBETCTBOBATE BpeEMEHU xpoMmaTtorpamme
yaepxuBaHna OCHOBHOFO MUKa Ha WCNBITYEMOTO pacrBopa
XpoMaTerpamme pacraopa CO TonupamaTa | CODTBETCTBYET BpeMERU
yOEPKVBAHWA CCHOBHOTO
AUKa Ha XpoMaTorpamMme
pactecpa CO TonupamaTa
PacreopeHve 1 Crtapgwa |. B pacTsop Hepe3 30 mun ponwdo | 99 %
nepeiitv HE MEHee 75 % (Q) TonupamaTa
PactsopeHue 2 Crapnun |1, B pacTsop Yepes 30 MuH AomkHo | He npuMeHUMO
nepedTys He Mexee Q = 75 % Ttonupamara
PacTeopetie 3 Cranus lll. B pacTaop 4epe3 30 MUH AorkHO | He NpuMeHiMo
nepeilTy He MeHee Q=75 % Tonupamara
MocTopoHHMe NpUMECi 1 Conepxanve npumecd "B" yonupamara - He | 0.1 %
Bonee 0,7 %

[ MoCTOPOHHWE MPUMECH 2 Niobow Apyroi npumecy - HE conee 0,5 % He o6HapyxeHo




) aKpUXUH

fou seboreTen 6 Mo [\ara Bhinycka: 2020-12-16
[ara pacnedaTiu: 2020-12-16
UEHTP KOHTPO/IA KAYECTBA Crpanvua: 215
AD «AKPUXWH»
CepTudpmKart aHanuaa Al Ne; 520 8856
(1poAyKT: TONANENCYH® TABNETKM, MOKPBITHIE MNEHOYHOW OBONOYKOW, 50 MF Ne30
MHOeKE: EPMX-1500-000 CpoK rogHoCTH: 2022-11-01

Ne cepuu: 141120

IV o S .

LERI

PeayAbTaTsl HCNbITaKUH

= L

HaumeHoBaHue NOKA3IaTENA
7 il LA o

¥

TpebosaHnA He_pn.:_\amsuoﬁ NLOXYMEHTALIUM

PeaynuTatel UCTbITaHWNA
wE h

ToCTOpOHHKEe NPUMECH 3 CyMMapHoe CoaepxaHie npuMmeced - He 0.1%

6onee 1,0 %
O6uee 4ucno aspobHeIX He Gonee 103 KOEB 1T CooTBeTCTRYET
MukpoopraHuamos [r] TpebosaHUAM
O6tuee Yacno apoxokeskix | He Bonee 10°2 KOEB 1T CocTBeTCTRYET
w nnecesbix rpusoa [r] TpeboBaHUAM
Escherichiacalis 1r Orcytcreve B 1T OreyTcTBvE
QAHOpOAHOCTE AV 10 eauHuy < L1: roe L1 =15,0 % 22%
nosuposanua 1 (%]

QAROPOAHDCTD
[03npoBaHUA 2 %]

AV10 equnuy > L1, To AV 30 eAuHAL < Liwn
Bce aHaueHna Xi yAoBNeTBOPAKT
HepaBeHcTBY |M-xi]£0,01-L2-M; rae L1=15.0
%, L2=25,0%

He npuMeHuMo

Konu4ecTaeHHOE CopepxaHue Tonupamara B DAHOM 0.0498 r
onpeaeneHue (BHX) Tafnertxe - o1 0,0462 1 A0 0,0538r
YnaKoBKa Mo 10 Tabnetck C LO3VPOBKOWA 25 M, 50mr | Mo 10 Tabnevok ¢

1 100 mr wnu no 4 TabneTki C 0O3UPORKOM
200 Mr B KOHTYPHYIO A4EAKOBYIO ynakoBKy U3
[REHKYA NONUBMHNXNOPUAHOR dronbru
anoMUHUEeBON nevyaTHoW NaxvpoBaHHoW. 3
KOHTYpHbIE A4EKkoBLIe ynaxoskv no 10
TabneTox, U 7 KOHTYPHBIX AYeRKoBbIX
yNakoBoK No & TabBneTku BMecTe C
UHCTPYKUAEH MO MPUMEHEHWK noMewlalT B
navky ¥3 KapToHa

[03VPOBKORA 50 Mr B
KOHTYPHO® AueAKoBOR
yNakoBKe U3 MIeHKA
NONMBAHINXAOPUAHOA W
chonerut anioMUHWeson
neyaTHoi NaKMpoBaHHON.
3 KOHTYpHblE AYedKoBbie
ynaxoekw no 10 Tabnetox
BMECTE C UHCTPYKUMER No
NpUMEHEHWIO NOMELLeHb B
nadKky w3 KapToHa
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MpoayxT: TORANEMNCUH® TABNETKW, NOKPLITLIE MNEHQYHOV OBQNOYKON, 50 MIM Ne30
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HaumeHoBaHKE noKazarenn ' | TpeBosatva HUpJ.;!‘.m;"EM;HOﬁ ,a.dﬁﬁmeuraund' " | PésynbTaTH! MCNBITAHMA
Mapkuposxa 1 MepBuUuHan ynakoBka (KOHTYPHaR AJeikosan | MepBuYHaA ynakosxa
ynakoBKa). Ha KoHTypHOR AYEKoB0N (KOHTYpHas AYerkoBas
YN2aKoBKE yKa2biBatoT TOBAPHLIA 3HAK ynakoeka). Ha KoHTYpPHO#A
NpeanpUATUA-NPOU3E0AUTEIA, TORroBoE AYEKOBCW YNaKoBKe
HavMeHoBaHwe npenapara ¢ yka3aHbl TOBAPHBIA 3HAK
npenynpesuTencHoOn mMapkupoixolt ®, npeAnpyUATUA-NPOUSBOAUT
NeKapcTaeHHyto (hopMy. AO3UPOBKY, HOMep | enf, Toprosoe
CEpWA, CPOK FOAHOCTY ; HauMeHoBaHWe npenapara
¢ npegynpe puTeNbHOM
MBPKMPOBKOH ®,
nekapcTeeHHan doopma,
A03VPOBKa, HaMED Cepuu,
CPOK FrOAHOCTH
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Tpebosanun HOPMATUBHOH OOKYMEHTUUMN i
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Mapkuposka 2

BropuuHan ynaxoBka (KapToOHHaA Nauka), Ha
Nayke ykasblaaT
NpeanpUATUE-NPOUIBOAUTENb, ETD
TGBAPHbIA 3HAK, aapec, TenedoH, diakc,
TOProBOE HAUMEHOBAHUE NPenaparta ¢
npeaynpeaUTenbHOR MapKUPoRKOW ®,
MEXAYHapolHoE HenaTeHTo8aHHoe
HaUMEHOBaKUE, NEKapCcTBEHHYI dhopMy,

BropwyHas ynakoexa
(kapToHHaA nauxa). Ha
nauke ykazasbl
NPeAnpUATUE-NPOU3BOANT
€Nk, Ero TOBAPHBIA 3HaK,
anpec, TenedoH, dakc,
TOProsoe HauMeHoBaHue
npenapara c

B[03UPOoBKY, HasBaHWe K coaepKaHue npeaynpesutenbHok
AEACTBYKILLErD BELLECTEa B OAHON Tabnetke | Mapkuposkol ®,

B MUMNUrpaMMax, KonMYecTao TabneTok B MexayHapoaHoe
OAHOW YMaKoBKe, YCII0BUA XPAHEHWA, HenaTeHToBaKHoe
YCNoBvA otnycka, «[nA npuema BHyTpb», HaumMeHoBaHue,

«XPaHTb B HEADCTYNHOM ANA feTen
MecTen, «penapat copepXuT NakTosb
MOHOrUAPaT», PErucTPaUUQHHLIA HOMEpR,
HOMEp Cepv, CPOK roAHoCTY,
thapMakoTepanesTuieckyto rpynny, «Tepeg
NPUMEHEHUEM O3HAKOMWUTBCA C
UHCTPYKUMEA» U WITPUXDBOW Kod.
HononHutensHo MoryT BbITh HaHECEKs!
CPeAcTEa UAEHTUDUKaLUK

nexapcreenHans gopma,
AO3MPOBKa, Ha3BaHuUe U
conepxaHne
AeWCTBYIOUero BelecTsa
B 0AHOM Tabnerke B
MUnnUIpaMMax,
KONW4ecTso Tabnerok &
OAHOA ynakoBKe, YCrIoBUA
XpaHeHus, yCnoBua
oTnycka, «nR npuema
BHYTpb», «XPaHWTL B
HEAOCTYNHOM ANA AeTel
Mecren, «[Tpenapar
COAEpPXWUT NakToabl
MOHOrUApPaT™,
PerucTpaLMoHHbI HoMep,
HOMEp cepuu, CpoK
rOAHOCTY,
thapMaxoTepanesTUYeckan
rpynna, «MNepes
npyUMeHeHueMm
O3HaKOMWTBLCA C




&Y aKkpuxuH

Neap et o Mocm

LUEHTP KOHTPO/IA KAYECTBA
AOD ¢AKPUXUH»

[Lara Buinycxa: 2020-12-16
[aTa pacnevarku: 2020-12-16
Crpaumnua; 5/5

Ceptuduxar aHanusa A" No: 520 8856

Mpogykr:
HHuaekc:

Ne cepuu: 141120

CpoK roaHocTh:

TOMANENCUH® TABNETKU, NOKPLITLIE NNEHOYHOW OB0NCYKOR, 50 MM Ne30
EPMX-1500-000

2022-11-01

PesynbTaThl UCNbITaHM

HaumeHoBaHWe NoKasaTens

TpefosaHua 'Hopmarﬁeuoﬁ DOKYMEHTaUWH )

PE3YNLTTH! UENBITAHWI

MHCTRYKLWERA» U
LUTPUXOBONA KOA.
HAononHuTenobHo HaHeceHb!
CPeAcTRa UABHTUDUKaLUM

XpaHerue

Mpu Temnepatype He abiwe 25 °CB
OpUrMHanNLHOW Ynakaeke (8 navdke)

pyu TeMnepaType He
Bbiwe 25 °Ca
OpUriHansHoW ynaxoske (B

nayke)
CpoK rogHoCTY 2 rona 2 roaa
WUcnbiTanmAa suinonHens no: NM-N (000045)-(Pr-RU)-080420
Homep PY (Per. ya.): NN-N (000045) - (PT-RU)
Per, ya. or: 09.04.2020
3anatouenue: cooteetcreyer TpedoeaHuam /IN-N (000045)-(Pr-RU)-090420
Mposepun Yreepaun

HavansHuk JTKKTM YepHbix 1.0,

ROHTPOALHO-0GOP MUTENLCKD

Bepsatuua E. I,
LERENITNT

naGoparopwu LIKK

KOHTPONA
KauecTod




AOQ «cAKPHXHMH» SOP001790
1SC «AKRIKHIN®

PASPELIEHHE HA PEAJIM3ATIAIO N 2503-2020
(CERTIFICATE OF COMPLIANCE)

HANMEHOBAHHE NIPOAYKLIH T TOIAJIENICHH® TABJETKH, [TOKPEITHIE TUIEHOYHOMN
FINAL PRODUCT NAME: OBOJIOYKOH, 50 MT" Ne30
ME¥IYHAPOJJHOE HE[TATEHTOBAHHOE TonHpamar '
HAMMEHOBAHME:
INTERNATIONAL NON-PROPRIETARY NAME:
HOMEP CEPHU: ‘ 141120
BATCH No:
KOJ IIPOXYKTA I'Il: EPMX-1500-000
FINAL PRODUCT CODE:
TOJEH JO: ’ 01.11.2022
EXPIRY DATE:
' OFBEM NIOJIYHEHHOW POy KIAN 20.567 TBIC YTIAK
(YIIAKOBKH):
FINAL QUANTITY (UNITS):
PETHCTPALIHOHHOE YOCTOBEPEHHE: JII-N (000045) - (PT-RU)
MARKETING AUTHORIZATION No:
HAMMEHOBAHME U ALPEC IEPKATEIS AQ "AKPHXHH" RU, 142450, Mockosckas o6, T. Crapas
PETHCTPAI{TMHOHHOTO Y/IOCTOBEPEHHS: Kynasua, yn. Kiposa 29
NAME AND ADDRESS OF MARKETING AUTHORIZATION
HOLDER:
HAHMMEHOBAHHE W ATPEC IIPOM3BOUTEI AQ "AKPHXHH" [Poccus] Mockosckas 061, HOrHHCKIGH p-iT,
(BBINYCKAFONIUA KOHTPOJIb KAYECTBA): r.Crapas Kynaenra, yn.Kuposa, 1.29
NAME AND ADDRESS OF MANUFACTURER (RELEASE
QUALITY CONTROL):

HHOOPMAILHNA OB HCITQJIL3YEMEIX ADC/HH-BAJIK NPOAYKIIHH
API/IN-BULK PRODUCTION USED IN PRODUCTION/:

KOJ A®C/MH-BAJIK HAMMEHOBAHNE ADCAIH- IIFOM3BOOUTEJIL A®C/ CTPAHA ITPOK3BOIATENA
NMPOSVKIIHH: BAJIK MIPOTYKIUH: HH-EAJIK ITPO YKL, AOC MH-BAJIK ITPQXY] KITHH:
API/ IN-BULK CODE; AP/ IN-BULK NAME: API/IN-BULK MANUFACTURER: APl IN-BULK MANUFACTURER
CQUNTRY:
SEPM-5527-280 TOITHPAMAT Huadong Medicine (Xi'an) China
Bodyguard Pharmaceutical Co., Ltd {

HJannan cepust Guina npoHIveseHa, BKIIOYAN YOAKOBKY H KOHTPOJBL KA4eCTsa, Ha DEIMEYKa3aHHOW TPOH3IBOACTBEHHOIT
0umanKe B MONHOM cOOTBETCTBHM ¢ TpeGoBaniamn cGMP neseBoro prIHKa M perncTpauHoHHoik AOKYMEHTaUuHeit.

This batch was manufactured - including packaging and quality control at the above-mentioned site(s) in full compHance ‘with the
cOMP requirements of the intended market and with the Marketing Authorisation,

[Ipoussoncrso cepnu, ynakoska s aHaIN3LI GuiaH NpOBepens! Il NPHINAHLL COOTBETCTBYLIMMH cGMP.

The batch processing, packeging and analysis records have been reviewed and found to be in compliance with cGMP.

Kauecrso npoaykra cooteercrayer Tpefonanmsm JOIN (000045)-(PT-RUY-090420

The quality of the praduct conforms to the Specification

Hacrosmum noarsepsaaio, uto BBILEYKOIAHHAS CEPHH pajpellena K peajHIauun
[ hereby certify that the above mentioned batch is relcased to the market.

. ER 2000
Ynonxomouertoe anyo Arymua ©. M, Tpuxas Ne 549 o1 22.07.2019  Jarta: 254
Qe Name Order Date
Jata BeimycKa: 25.12.2020 16:46:42
Hata pacrievatku: . 25,12.2020 16:51:54
Pacnewaran: M.B. Cunakobpa
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