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— JakpniToe zu{mmuepuoc o6mecreo «®@apm@upma «CorTerey

COTEKC - Orn j\m_i_lle,ﬂ 1_:%&' Ba
141345 Poccus, Mockosckas odaacms, Cepeuce: - TTOCGOCKIUE MYHUYUAAIBILIT PAUOH,
cerhCKoe nocenenie hepesHiakoscroe, noc. beauroao, . 11
Ten./cpaxc: /495/ 956-29-30; /495/ 737-33-71
[IACIIOPT Ne 467 ot 23.06.2020 r.

MNPOJYKT Juxdepp 100” \
JEKAPCTBEHHASI ®OPMA H PacTBOp /IS BHYTPHBEHHOTO BBCICHHA 20 mr/ma ‘
®OPMA BBIIIY CKA s amnynax 5 w1 N S |
®UPMA MPOU3BOJAUTE/IbL Campyx ®apmaceiotukis BT, Jita., Unaus 4
YIIAKOBAHO 3A0 «®apm®upma «Coreker, Pocens |
UCXO/IHASI CEPHA (bulk) ELF8ATO0003 N
CEPUSL ELF8ATO0003 |
OBBLEM CEPHH 10 782 ynak. I
JATA U3rOTOBJIEHMSA 03.2020r. |
I'OJEH 10 28.02.2023 r. ?,
CPOK I'OJHOCTH 3 roaa |
YCJIOBHS XPAHEHHA [lpu TeMIiepaType He Bbilue 25°C. He 3aMOpayKHBATD. B
PETMCTPALIHOHHOE JICP-008006/10 ot 12.08.2010 r.
YJIOCTOBEPEHHE (nata nepeodopmietis PY 23.05. "014)
AHAJIN3bI IPOBEJEHBI no H | JICP- 008006/10-120810, Mam. Ne 1,2,3,4,5,6,7, 8.

HauMenoBaHHe nokasarteie 1]

Tpedosanns HJL PesyibTaThbl 4HAIH3A

OIIHCAHHE

| KonuiowaHbIH pacTeop

KpacHO-KOpPH YHEBOIO LIBCTA

Konnonanblii pacTBop OT KpacHo-

KOPHYHEBOIO 10 KOPHLH]&HOFO uBeTa J

MNOJJIMHHOCTD:
JKEJIE3O (11T}
KauecTBeHHAaA peakia b.

[MoIHHHOCTD
JlomKeH BbLIEPKHBATD HCIIBbITAHHE NOITBEPIKACHA
Bpems yJ1epKuBaHus OCHOBHOTO [IHKa Ha

xpoma‘rorpamme HCIBITYEMOTO pacTsopa

CAXAPO3A JOJIACHO COOTBETCTBOBATL BPEMEHH [To/UITHHHOCTE
BOKX y/iepsKHBaHHs OCHOBHOIO IHK2 Ha noaATBeprACHa
XPOMATOrpPaMMe CTAHIAPTHOrO pacTBopd |
caxaposbl |
M., 34000-60000 [a; | 44 059 |
MOJIEKYJISIPHBIE MACCBI | M,: = 24000 [la; 37 564 |
D (nonuaueneperoctn) < 1,7 1,2 |
pH Or110,5 10 11,1 10.9 ﬁ
L EJOYHOCTb Ha turpoBatue | MJI nipenapata A0/LKHO 0,5 j
GLITh 3aTpaueno He Mexee 0,5 M W He |
Gonee 0,8 M 0,1M pacTsopa L
XJIOPHCTOBOJIOPOAHON KHC/IOTE |
MEXAHUYECKHE ‘
BKJIIOYEHWA: |
-HEeBHIHMbIE HEBOOPYKEHHBIM Yactuipl =10 Mxm — He Gonee 6000 Ha 2093 ;
rJaasom amIyIy 1
>25 MM — He Gonee 600 Ha amIyy > #4
[LIOTHOCTD IPH 20°C, r/em * | Ot 1,135 510 1,165 mem N l
XJIOPHU/BI, % Or 0,012 a0 0,025 ofiap & G “OA .
OCMOJISIPHOCTD, MOcem/n | 1150 -1350 (33@“ <2’ m]§ j
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M30DJIEKTPHUYECKAS | M3odnekTpryeckas TOUKa pacTBOpa | 4,5 |

TOYKA rpenapara J107KHa ObITh B HHTEpBAIC ' }
snavenuii pH or 4,4 1o 5,3 | R

HOMHWHAJIbHbBIH He mence 5,0 5.3 i

OBBEM, mut

BAKTEPHUAJIbHBIE

IHJOTOKCHHBL, E3/mr | He Gonee 1,75 Menee 0,75

AeJ1e3a

CTEPUILHOCTD JlonskeH ObITh CTEPHIBHBIM CrepunbHbIH

KOJHUUECTBEHHOE

OIMPEJAEJEHHE, %,
Mr/ma

Aeaeso [11]
- Turpopanme

Caxapo3a, Mr/mJ

O190.0 no 110,0 xonwuuecTBa sKejie3a 0T
32 BJEHHOrO KOJIHYECTBA B TCHEHHE CPOKA
roanocTy (18,0-22,0).

99 %
(19,8 mr/min)

i PO W R |

- BYAX Ot 260 no 340 caxapo3sl B 1 M1 npenapara

¢ pepaKTOMETPHUECKHM -

JIETeKTOPOM |

YIIAKOBKA [To 5 ma B amrtyJibl GecLBETHOrO ' 1o S M B aminyibl OeCUBETHOTO
HEHTPAILHOTO CTEK/A THIT [ ¢ LIBCTHBIM | HeifrpanbHoro crekna tunlc
KOJIBLIOM PAa3/10Ma HIIH C LBETHOH TOUKOF H ‘ LIBETHBIM KOJILLIOM pa3/iomMa
Haceukoii. Ha amiy/ibi A0N0AHHTENLHO | KpacHOro 1BeTa.
HAHOCST OJIHO, /1BA MM TPH LBETHBIX KOAbLA| Ha KaAIyIO aMITyly HakieeHa
WK 6e3 TOMOMHUTEILHEIX LIBETHBIX KOEL. | 9THKCTKA.
Ha kasay1o amImy/ly HaKkaeHBaloT ITHKETKY. | KOHTYpHas sueHKoBas YINaKoBKa ¢
| KOHTYPHYIO SIUEHKOBYIO YNAKOBKY C KPBILUIKOH HEpasheMHOH 110 5
KPBILLKOH HepazbeMHON HIIH Be3 KpLILIKK 10| aMmITy/ BMECTE € HHCTPYKLMEH M0
S amnys1 BMECTE ¢ HHCTPYKLMEH 110 [IPUMEHEHHIO TIOMEULCHA B NAURY
NPUMEHEHHIO NOMELIAIOT B NAUKY M3 13 KapTOHA.
KapToHa.
[To 3 amITy.1bl NOMELLAKOT B KOHTYPHYIO
SUEHKOBYIO YIAKOBKY M3 IIEHKH
NOJIMBUHKIIXJIOPHIHOH HIH
HOSHAITHIEHTepehTAIATHO’, HIIH M3 JICHTDI
NOJUCTHPOILHOH.
1, 2 unn 8 KOHTYPHBIX AUEHKOBBIX YNAKOBOK
10 3 aMITy/ibl BMECTE € HHCTPYKUMEH 110
TIPUMEHEHHIO NOMEILAIOT B MAUKY H3
KapTOHA.

MAPKHPOBKA Ha sTHKeTke ammy/bl/(aakoHa yKaseiBaloT | Ha oTHKETKE amiy bl yKasaHo:

HAUMEHOBAHHE [IPOM3BOAMTEIS; TOProBoe
HaHMeHOBAHHE npenapaTa ¢
NpeynpeHTebHON  MAPKHPOBKO ®;
JIeKApCTBEHHYI0 (OpMY; KOHUCHTPAIHIO B
Mr/ma; oObeM npenapara B MHUTHIIHTPAX]
HOMeEp CepuH; CPOK FOJIHOCTH;
IPOM3BOACTBEHHbIH KO H apMaKoal.

Ha oartukerke npoussomutens Campyix
®Gapmacetoruis  TIBT. Jlta., Huans u
Imkiop Dapmacpiotikans  Jlta.,  Huaund
JAONOJHHTETBHO YKa3bIBAIOT HOMEP
POM3BOACTBEHHON JHIICH3INH.

Ha nauke yKa3blBalOT HAHMCHOBaHHE H
CTpaHy _MpPOH3BOAMTE/A; HAHMEHOBAHHC,

HAMMEHOBAHHE MTPOH3BOAHTEHA,

TOProeoe HAHMEHOBAHHE

npenapara ¢ npeiynpea1TeIbHOR
MapKHpoBKOH ®; IcKapCTBCHHAA
hopma; KOHUECHTPALMA B MI/ ML,
00bEM MipenapaTa B MHIIHIHTPAX]

HOMEp CEpPHH,; CPOK IOAHOCTH;
NPOM3BOICTBEHHBIA KO H

(dapmako.

Ha dTHKETKE NPQlssediidle)
Campynx @ ROt

JTta., UandAiagaiomep g
NPOH3BO t{ﬁoﬁ JIHLEQ3HD
Ha naukg |y lég:'ll-lOI I!ﬁ@}&
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MAPKHPOBKA

ToBapHbIi 3Hak, anapec, TenedoH W dake | M CTPaHA NPOUIBOIUTENS; '
IOPHIIMHECKOrO JIMLA, HAa WMA KOTOPOro | HaHMEHOBaHWE, TOBapHLIH 3HAK, .
BbLJIAHO perucTpaurdonHoe | aapee, TesedoH u dake ?
V0CTOBEPEHHE/YaKOBLUHKA, TOPrOBOE | KOPHAMYECKOrO JIMLA, Ha HMSI
HAUMEHOBAHHE npernapara ¢ | KOTOPOro BbLAAHO
MpeaynpeauTensHOH  MapKHpPOBKOH ® W | PErHCTPALIMOHHOE
PYIINHPOBOYHOC HAHMCHOBAHHCE, )'ILOCTOBCPQIIHG/}’I]&KOBLHHKQ;

JeKapCTBeHHYIO (QOPMY; KOHLEHTPALHIO B | TOProBOC HAWMEHOBAHHE

Mr/mir, ofbeM npenapara B MWUTHIHTPAX; | NPEnapara ¢ rpeiynpeinTe/bHO
cocTaB  Ha  OAHY  ammyiay/hnakoH; | MapkupoBkoH ®

KOMMYECTBO aMmImy.l/(IakoOHOB B YNAKOBKE; | MPYIIIHPOBOMHOE HAUMCHOBAHHE]
«[IpUMEHATb 0 HA3HAYCHWIO  Bpaua»; | NEKapCTBEHHAA (OpMa;

«XpaHHTb B HEAOCTYIIHOM A JeTEH | KOHUEHTpaLHs B MIr/Mi1; 00beM
MECTE», KCTEPHIIBHO» ((an rperapara B MWLTHJIHTPAX: COCTAB
KGHE?;O,‘.IE(%)HLIHTHBJX COCTOAHHAXY, | HA OJIHY aMIIYITy; RKOJIHYECTBO ‘
YC/IOBHS  XpaHEHHs, YCJIOBMA OTIIyCKa; | amnys B ynakoske; «[IpumeHaTs
HOMEpP PErHCTPALMOHHOTO YAOCTOBEPEHHS; | 10 HA3HAUCHHIO Bpaia»; « XpaHHTb
HOMCP CepHH, 14Ty H3IOTOBJICHHA, CPOK | B HCJOCTYIIHOM JUIA ,EIETCI:I MECTC Y]

FOAHOCTH; IWTPHX-KO. «eTepribaon; «llpu
JIONONHHTEILHO HA [Mayke JOMYCKAaeTCs | JKeJle30Ae(HIMTHBIX COCTOAHHAX Y,
yKa3blBaTh  TOProBoe HAHMEHOBAHHE | YC/IOBHA XPaHeHHA; YCII0BHA
npenapara, KOHUEHTPALWIO B MI/MJI | OTIIyCKa; HOMep

WpHOTOM bpaiins; 2D KO C | perucrpauuoHHOrO

pactngposKoi WiH Oes. y/10CTOBEPEHHSA; HOMEP CEPHH;
JaTa U3roTOBJICHHA) CPOK
FOAHOCTH; IUTPHX-KOA,
ﬂOl'lOJIl‘IHTE.?leO Ha IaYKe YKa3aHo
TOProBO€ HAHMEHOBAHHE
npenapara, KOHLEHTPALKs B M/ M1
wpHpTom bpaiisis.

3akmiouenne: npernapar «JIukdepp 100* pacrsop s BHyTpHBeHHOro BBeaenus 20 mMr/»mia» B
ammynax 5 ma N 5, cepus ELF8ATO0003, npoussenennsiit pupmoit Campyax Papmaceiotnkis [BT.
JIta., Wnams, ynakosauueti 3A0 «@apm®upma «Cotekcy, Poccusi, coorsercrsyer TpeboBaHHsM
HJ/1 JICP-008006/10-120810, Mam. Ne 1, 2, 3, 4, 5, 6, 7, 8§ W npurojied Ul HCIIOJIB30BAHMA 10

28.02.2023 r.
Havaapunk OKK P / { Ao
3A0 «®apm®Pupma «Corexer» '(/"% JL.H. Ky.rnmumz\_l :]n CoTE }l\_v’%‘ﬂ, 8 |
dlul L OTer P
P ! ‘U_ ‘ p - \ LN ] -\ J%;
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COTEKC

3akpbiToe akunonepioe oomecrso «PapmPupma «Corexer

Juyensun na ocywecmenenue npouseodcmea JIC Ne00103-JIC

Paspewenye na spimyck JIT Ne 467

(B cootercTun ¢ [Ipunokennem 16 cGMP)
Permission to release products (in accordance with Appendix 16 cGMP)

Hasanne npoayxra/
Name of the product

Jlekapersennas gopma /
Pharmaceutical form

Mo3npoBka /

Jnkdepp 100*
PACTBOP VIS BHYTPHBEHHOI'O BBEICH M

20 Mr/mm, 5 M

Dose :
Tun ynakosku / ammyasl (5), yIIAaKOBKH S4eiKOBbIE KOHTYpPHbIE (I10JUIOHBI) ]
Package type (1), maukH KapTOHHBIE

MHH / . : "

INN Kenesa [III] ruapokcua caxapo3Hbid KOMILIEKC

Homep cepuu /
Bach number

ELF8AT0003

JlaTa npousBojacTsa /
Date of manufacture

03.2020

Toaen no /
Expiry date

28.02.2023

Pasmep cepun /
Bach size

10 782 ynakoska

Crpana HazHaueHus /
Destination couniry

Poccuitckas Qenepanvs

PerncrpalnoHnoe yjiocrosepenne /
Marketing authorization
Hopmarusublii JOKyMeHT /
Normative document

JICP-008006/10 ot 12.08.2010
(nata nepeodopmienns PY 23.05.2014)

JICP-008006/10-120810, M3m. Ne 1,2,3,4,5,6,7,8

Ilpou3Bo/cTBO rOTOBOI
JIeRApCTBEHHOI Gopmbl /
Finished dosage form manufacturing

|

Campyax ®apmacstotuxis [IBT. Jlta., Muaus

Anpec/ Address:

J-174, M.1.D.C., Tarapur, Boisar, Dist. Thane-401506, India

IlepBuyuHas ynakopka /
Primary packaging

Campyax ®@apmacerotiiors [IBT. Jlta., Mumus

Anpec / Address:

J-174, M.1.D.C., Tarapur, Boisar, Dist. Thane-401506, India

Bropuunasi ynakopka /

3A0 «DapmPupma «Cotexen, Poc wOE 5N
TR
n@ .’o‘«’\p 3 @m\\

Secondary packaging Q
Aapec / Address: /3 o e
= = o BT @, -
Poccus, 141345, Mockosekass 001, Ceprueso-Ilocanckuin MyHHIHI b1 g@x, fub S
<\
nocesienre Bepezuskosckoe, noc. bejinkoso, L. 10, m. 11, 0. 12 2 e O > of,
s : N - Y /a7
Brinyckaomuii KoutpoJs kadeersa / | 3A0 «Dapm®upma «Coteker, P i S
' o] (%
&) = _‘\0 |

Quality Control

o
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COTEKC

Jluyensusa na ocyuecmeienue npouseoocmea JIC Ne(0105-JIC

Aapec / Address:
Poccusi, 141345, Mockosekad 0071, Ceprueso-Ilocaackni MYHHIMIIATbHbBIE  paiion, CeIbCKOC
noceseHue bepe3HaKoBCKOE, 1oc. Benukoso, A. 10, 1. 11, 1. 12

Haszsanne ADC/

KoMIJIEKC JKene30 caxapara
API name P

[Ipon3BoANTED ADC/

|
Imkiop Gapmacerotukans JITi., Wy amsa
API manufacturer 1 '

K iiocaiad

Homep cepun ADC/ ' 6INS 119005
API Bach number - 6INS120001

"

HacTOSAIIHM [OATBEpKIAIO, UTO JaHHas cepus Oblla TMPOH3BEACHA H IIPOKOHTPOIHPOBAHA B
cooTBETCTBHHM ¢ JcicrBylomumy  [IpaBunamu Hasuteskaiieii  NpOM3BOACTBEHHON  MPAKTHKH
Poceniickoit Depeparuu 1 TpeGoBaHUAMH PErucTpallHontioro A0che, a TakkKe B COOTBETCTBHH CO
CrreLPUKALHAMH 3aperHCTPUPOBAHHOrO POLYKTE.

JIOKYMEHTBL 110 TTPOU3BOACTBY (IpMMEHUMBIM CTAHSIM) M KOHTPOIIO KadecTsa IIPOBEPEHbI H
0/100peHBL.

ThioGsle OTKIOHEHHS PACCIS0BAHbI B COOTBETCTRHM C BHYTPCHHHMI npoLeaypaMi H 0100peHb

VonHOMOUEHHBIMH JTHIIOM.

I hereby confirm that this batch was produced and controled in accordance with the current Rules
of Good Manufacturing Practice of the Russian Federation and the requirements of the Marketing
dossier, as well as in accordance with the specifications of the registered product.

Documents for production (applicable stages) and quality control are veri fied and approved.

Any deviations are investigated in accordance with internal procedures and approved by an
Authorized Person.

YI10JIHOMOMEHHOE JIHIL0
3A0 «®@apm®@upma «CoTeren
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