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3akpbiTOE AKIHOHEPHOE 00111eCTBO «DapmPupma «CoTere»

COTEKC O1pen KOHTPOJIH KAYECTRA ' 1/\)/;? 7
141345, Poccus, Mockosckas obaacmy, Cepaueso-ITocadckui MYHULUNATLHBIL PAioH,
ceavckoe nocerenue bepesuaxkosckoe, noc. beaukoso, 0. 11
Tex./gpaxc: /495/ 956-29-30; /495/ 737-35-71

ITACIIOPT Nt 554 ot 24.06.2021 r.
NPOAYKT Oxrpererc®
JEKAPCTBEHHAS ®OPMA n | pacTBOp s HHQY3UHA H MOJKOXKHOTO BBECHHA 0,1 mr/mn
®OPMA BBIITYCKA 1 M N3
®UPMA IMPOU3BOJIUTEIb 3A0 «DapmOupma «Coteke», Poccus
CEPHsA 110521
OFBEM CEPHHU 7 077 ynax.
IOTATA U3rOTOBJIEHHSL 05.2021
T'OAEH 10 31.05.2026
CPOK I'OAHOCTH 5 ner
YCJIOBUS XPAHEHUA B salMIIEHHOM OT CBETA MecTe NpH Temnepatype ot 2 o 8 °C.

He zamMopakuBaTh

PETHCTPAITMOHHOE JIT1-001885 ot 24.10.2012
YAOCTOBEPEHHE (nata BHeceHHs u3meHeHuii B PY 15.06.2018)
‘;Iéﬁmn’l HECRELEHDL JITT 001885241012, Mam. Ne 1,2,3,4,5,6

HaumeHoBaHHE NOKA3aTeIeH

Tpebopanus ©CII Pe3yabTaThl aHAIH3A

Thr-oa] oxTpeoTHAa)

OIIUCAHHUE Tlpospaunsiit GecuseTHsli pacTBop | [Ipo3padHbIi, GecLBETHEIH
Oe3 3amaxa pactop 0e3 3anaxa
NOAJTMHHOCTbD:
OxTpeoTHa Bpems yaep:KUBaHHA OCHOBHOTIO MUKa
B2XX Ha XpOMAarorpaMMme  MCIBITYeMOrO
pacTBOpa JO/DKHO COOTBETCTBOBATH
BpEeMeHH yAEPKHUBAHHA mika | [ToA/IMHHOCTD TIOATBEPHKICHA
OKTpeOTHAa Ha  XpoMarorpamme
CTaHOAPTHOTO PacTBOpa
O6pasopaHne KOLIOWAHOTO ocazika | [ToJTHHHOCTD MOATBEPAKICH
MaHHHTOT Genoro LBeTa
IPO3PATHOCTE TIpenapaT AOMKeH GbITh IPO3PAHHEIM TpospauHbId
IIBETHOCTD [penapat gomxkeH GbITh OeclBeTHbIM | BeciBeTHbIH
pH Or39004,5 4,2
MEXAHHYECKHWE
BKJTYOUYEHWSI
- BHAAMBIE B cooTeeTcTBHH C TpeGOBAHUAMH CoOTBETCTBYIOT
- HeBHAHMbIE Yactuupl > 10 Mxm — He Gonee 6000 | 25
Ha aMITyJTy
Yactrue > 25 Mkm — re Bonee 600 Ha | 0
aMITyJTy
POJICTBEHHBIE ITPUMECH, % ./
- [Ae3-Thr-onjoxrpeornia He Gonee 2,0 He obrapyxen0
- eIHHHYHAN He Gonee 1,0 He o6Hapy#eHo
HenZeHTHPHIHPOBAHHAA NPHMECH AN
- cymma npuMmeceii (Ge3 yuera [nes- | He Gonee 2,0 He oGHapyxeHQ " -
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H3BJIEKAEMBIil OBBEM, ma | He menee 1,0 1,0

BAKTEPHAJILHBIE

OHJIOTOKCHHEI, He Gonee 233 Menee 3

ED/mr okTpeoTHaa

CTEPWIBHOCTH INpenapat 10/KeH OBITH CTEPHIbHLIM CrepunbHbIR

e e e e 07 0,090 110 0,110 0,104

OINPENEJEHHE, mr/ma

YIHAKOBKA Mo 1 mn B ammyne! ceetozamuTHoro WM | Ilo 1 Ma B ammynsl
OeCLBETHOTO HEHTPANBHOIO CTEKIA THI | | CBETO3AIIHTHOTO CTEK/IA THI
no Eur. Ph. ¢ userHsiM konbiom pasnoma | I no Eur. Ph. ¢ kpacHo#
WM C LBETHOH TOUKOH U HACEYKOH Mo TouKo# ¥ Haceukoii no ISO
ISO 9187. Ha aMImy/ibl JOMOMHHTENBHO 9187 ¢ HOMONHUTENLHEIM
HaHOCAT OJIHO, {BA HJIH TPH LBETHLIX KpacHbIM
KOJbLa W/HIH IBYXMEPHBIH IITPHX-KOI, UACHTHQUKALMOHHBIM
W ByKBeHHO-LUGPOBYIO KOJHPOBKY | KOJBLIOM.
iy Oe3 JOTIOMHUTENBHEIX LBETHLIX Ha xasuyro ammyy
KO/ell, ABYXMEPHOro WITPHX-KoJa, HaK/IecHa CaMOKJIesIasicsl
6yKBEHHO-LIM(DPOBOH KOAUPOBKH, ITHKETKa.
Ha xasxmyro ammysy HakJIeHBalOT 5 aMmITyn MOMELIEHE! B
CaMOKJIEALIYIOCSH 3THKETKY. KOHTYPHYIO S4eHKOBYIO
Ilo 5 ammyn moMeInaoT B KOHTYPHYIO YIaKOBKY U3 ILIEHKH
AYEHKOBYIO YIIAKOBKY M3 ILIEHKH NOJIMBHHHUIIXJIOPHAHOH H
MOIMBHHWIXIOPHIHON H IUICHKH IUTEHKH MOTHMEPHOH.
MIOTUMEPHOH, WK §e3 IUIEHKH. 1 koHTYpHas AueHKoBas
1 unu 2 KOHTYpHBbIe A4EHKOBBIE YIIAKOBKH | YMAaKOBKA BMECTe C
BMECTE ¢ MHHCTPYKLHEH 10 IPHMEHEHHK | HHCTPYKLIHEH 1o
MOMELIAIOT B NAYKY M3 KapTOHa. NPHMEHEHHIO IMOMELLEHA B

NayKy W3 KapToHa.

MAPKHNPOBKA Ha THKETKE ammyas/mnpuua | Ha  stHkerke AMITYTBI
YKa3BIBaloT TOBapHEIH 3HAK | yKazaHO: TOBapHbIH 3HaK
HOPUIHYECKOTO JTHLA, Ha WM KOTOPOIO | IOPMAHYECKOTO JHLA, Ha MMS
BBIJIAHO PErHCTPaLMOHHOE | KOTOPOro BBIJJAHO
YOOCTOBEPEHHE; TOPrOBOE HAMMEHOBAHKME | PETHCTPALIHOHHOE
npenapara c NpeyrnpeauTenbHOH | yAOCTOBEpEHHE,  TOProBoe
MapKHPOBKOH ®; MEX/IyHapoJHOE | HAMMEHOBaHHUE Mpernapara c
HENaTeHTOBaHHOE HaUMEHOBAHHE; | NpeayNpeaUTeIbHOM
NIEKAPCTBEHHYIO (hOpPMY; KOHLEHTPALMIO B | MAPKHPOBKOH®);
Mr/mit; 00beM rpenaparta B MIJUTIIHTPAX; | MeXIyHAPOIHOe
HOMEP CepHH; CpPOK TONHOCTH M | HEMAaTEHTOBAHHOE
dapmakon. HaUMEeHOBaHHe;
Ha 6ymare ynakoBouHOil ¢ IONMMEDPHBIM | JIeKAPCTBEHHAS bopma;
MOKPEITHEM, HJIH Oymare IUTS | KOHLUEeHTpauust B MI/MI;
YNAKOBBIBAHHA MCJHLMHCKHX H3Zenuii | obbem npenapara B
KOHTYpHOI A4eHKOBOMH YTAKOBKH | MH/LTIWIMTpPaX; HOMEpP CEepHH;
YKa3pIBalOT TORAPHBII 3HAK | CPOK TOIHOCTH H (hapMaKoa.
FOPHANYECKOrO JIHUA, Ha MMA Kotoporo | Ha rmuieHke monmmepHo#
BBIIAHO PErHCTPALMOHHOE | KOHTYPHO#M AuefixoBoi
YAOCTOBEpPEHHE; TOProBOe HAMMEHOBAHHE | YIIAKOBKH YKAa3aH TOBapHBIH
npenapara c NpeynpeauTebHOA | 3HaK OPHAMYECKOro IMua,
MapKHpOBKOH ®; MEXTYHAPOJHOE | HA MMS KOTOPOTO BEIJAHO
HENaTEeHTOBAHHOE HaMMEHOBAHHE; | PETHCTPALIHOHHOE
JNIeKapCTBEHHYIO (POPMY; KOHLCHTPALMIO B | YIOCTOBEPEHHE.
mr/wi; o6vem npenapara B MuwutIHTpax; | Ha nauke ykasaHo:

KOJTHYECTBO LUNPHLEB B YIIAKOBKE, HOMED
CEepPUH M CPOK FOJHOCTH.

Ha TIJeHKe NOJTHMEPHOH WK
TIOJIMIIPOITMJICHOBOH, HITH
TOJTHITHIICHOBOH KOHTYPHOH A4€HKOBOH
YNAaKOBKHM YKa3blBAalOT TOBapHbIH 3HaK
OpPHAMYECKOrO JIMIA, Ha HMMA KOTOpOro

HAHMEHOBAHHE,
3HAK, a1peg, J;medmﬂ ﬂcbaxc
ﬂpOH3BO,ﬂ’d’I‘€Hﬂ TOp[‘DBOE
HAHMEHOBAHHE npenapaTa c
npenynpé,&menmoﬁ
MapKHpOD{\(OH ®;
Mexmyﬂapmmae
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BBIIAHO
YHOCTOBEpPEHHE.
Ha xontypHoil sdelikoBoii ynakoeke Ges
IUIEHKH MapKHPOBKA OTCYTCTBYET.,

Ha mauke ykaseiBaior HamMeHOBaHHe,
TOBAPHBIA 3HaK, ajpec, TenepoH H dakc
MPOH3BOJMTENA; TOProBOe HAHMEHOBAHHE
npernapara c NpeayTIPeIUTENBHOMH
MapKHpoBKOH — ®; MEKIYHAPOJHOE
HETATEHTOBAHHOE HaHMEHOBaHHe;
JIEKaPCTBEHHYIO (opMy; KOHLIEHTPALHMIO B
MI/MJ1; 00BeM Npenapara B MIUTHITHTPAX;
COCTaE HA OIHY AaMITy/Ty/OQuH LUNpHII;
KOTHYECTBO aMITyJl/IINIPHIICB B YaKOBKe;
«[IpumeHaTs No HasHaYeHWIO Bpavay;
«XpaHHTb B HEJOCTYIHOM s JeTel
MECTe»,  «CTEPHIBHO»,  «IIOAKOMKHO.
BHyTpuBeHHO  KamensHO»;  yciosus
XPaHCHHMA; YC/IOBHS OTIIYCKa; HOMep
PEeTHCTPALIMOHHOTO YIOCTOBEpEHHS;
HOMEp CEePHH; CPOK TOJHOCTH; LITPHX-
ko  Jlomyckaetcs  JIONOJHHTENBHO
yKasbiBaTk 1pudTOM Bpaitng Toprosoe
HAaNMEHOBAHHE npemnapata H
KOHUeHTpauuio B Mr/mm; 2D kox ¢
pacingpoBkoii unu Ges.

Ha nayke TS HITIPHILIEB c
ROMOJIHUTEIEHEIM  aBTOMATHYECKMM  FJIH
HEABTOMaTHYECKMM  YCTPOHCTBOM 1A
3alMTbl  HITIBI  [IOCHE  HCIIONB30BAHMS
LIMPULA JIOTIOJTHUTEILHO YKA3BIBAIOT «C
YCTPOHCTBOM 3aLUHTEI UIVIBIY.

PEerucTpallHOHHOE

HEMaTeHTOBaHHOe
HaUMCHOBAHHE;
JleKapcTBeHHas hopma;
KOHIEHTpALMA B MI/MJT;
o6BeM npenapara B
MHJUTHIIHTPAX; COCTaB Ha
OIIHY aMITYJTy; KOTHYECTBO
aMITyJ B YITAKOBKE;
«IIpHMEHATD 1O HA3HAYEHHIO
Bpaday; «XpaHHTb B
HEJIOCTYIIHOM ANs Agereit
MECTE»; KCTEPHIILHOY,
«[Toaxoxno. Bayrpuserno
KareaLHO»; YCJIOBHA
XpaHEeHH:; YCITOBHA OTITyCKa,
HOMEp PErHCTPALlHOHHOTO
YZAOCTOBEPEHHUST; HOMEp
CCPHH; CPOK IOHOCTH;
WTpHX-K0J, JJononHuTENBHO
Ha NayvKe yKa3aHO TOPropoe
HalMeHOBaHHe nperapaTa u
KOHLEHTpaLMs B MI/MII
wpudroM Bpakins, 2D koj ¢
pacudpoBKoi.

3akaouenne: mpenapar «Okrperexc®, pacTBop A HHQYIMH H  MOJKOKHOTO BBeAeHHS
0,1 mMr/mu» B ammyaax 1 ma N5 cepunt 110521, npoussenennsit 3A0 «®apm®upma «CoTexcey,
Poccus, coorBercerByer TpeGosanusm ®CIT JIIT 001885-241012, Usm. Ne
AN Hennonb3oBanudg 1o 31.05.2026 r.

/ﬁ’
Havaasauk OKK i ;
o T g/«
3A0 «Dapm®Pupma «Corexcer Iz ;7 JILH. Kygtig
g \ s ANR L Sa/
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COTEKC

Jluyensua na ocywjecmenenue npouszeodcmea JIC Ne00105-JIC

Paspewenune na Beinyck JIII Ne 554

(B cooTBeTcTBHM ¢ [TpHoxkeHuem 16 c¢GMP)
Permission to release products (in accordance with Appendix 16 cGMP)

Hazsanme nponykra /

®
Name of the product Oxkrtpetexc
Jlexapereennas gopma / . 5
Pharmaceutical form PacTBOp A4 HHPY3HH H MOAKOKHOTO BBEICHHUS
Ho3uposka /
Dose 0,1 Mr/mm, 1 mn
Tun ynakosku / aMITyJIel  CBETO3AIMTHOTO  cTekna  (5),  ymakoBku
Package type KOHTYpHbIE S4€HKOBbIE (1), AYKH KapTOHHBIE
MHH / o
INN KTPEOTHI
Howmep cepun /
Bach number 110521
Hata nponssoacrea /
Date of manufacture 05.2021
Togen mo /
Expiry date 31.05.2026
Pasmep cepun /
Bach size 7077 ynak.

Crpana naznavenus /
Destination country
Perucrpanuonnoe ynocrosepenue / JITT-001885 ot 24.10.2012

Marketing authorization (nata BHeCeRUA u3MeHeHui B PV 15.06.2018)

HopmartuBHbIi okymenT /
Normative dogusent JIIT001885-241012, Usm. Ne 1,2, 3,4, 5, 6

Poccniickan ®@epnepanus

IIpousBoacTBo roToBoii 3A0 «Papm®@upma «Cotexcy, Pocenn
JIeKapPCTBEHHOH opmbl /

Finished dosage form manufacturing
Anpec / Address:

Pocens, 141345, Mockosekas 061, Ceprueso-ITocanckuii MYHHIHIAIBHBLT paloH, CelIbcKoe
nocenenue bepesnakorckoe, moc, Bemmxoso, a. 10, 1. 11, n. 12

IlepBuyunas ynakoska / 3A0 «®apm®upma «CoTteken, Poccun

Primary packaging
Anpec / Address:
Poccus, 141345, Mockosekas 06m., Ceprueso-Ilocamckuii MYHHIHIIAIBHBIA paiioH, cenbckoe
noceneHre bepesuskonckoe, noc. Beaukoso, 1. 10, 1. 11, 0. 12
BTopnunas ynakoska / 3A0 «®apm®upma «Corekcy, Poccun
Secondary packaging
Anpec / Address: i< ]
Poccua, 141345, Mockosckas o6, Ceprueso-ITocancknit MyHHIHDATHHEIH paﬁﬁ\'g, cebeKoe” |
nocesnenre bepesHakockoe, noc. Bennkoso, 1. 10, 1. 11, a. 12 AL




3akpeIToe aKUHOHepHOE 061mECTBO «®apm®upma «CoTtexc»

it
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co?gxé: Jluyensusn na ocywecmenenue npouszgoocmaa JIC Ne00105-JIC

Brimyckaromuii koutposas kavectsa / | 3A0 «®@apmM@upma «Cotexcy, Poccnu
uality Control

Anpec / Address:
Poccust, 141345, Mockosckas 06n., Ceprueso-ITocanckuit MYHUIUNAILHEIA paiioH, Cenbekoe
noceneHre bepesnsakosckoe, moc. Benuxogo, x. 10, a. 11,1 12

Hazanne A®C / OxTtpeotuna arerar
AL name (OxtpeoTn)
AP e ABC/ [Hanxait Coxo-Hmun ®apmacsioTukans Ko., JItx., Kurait
API manufacturer
Homep cepun ADC /
| API Bach number 2004003

Hactosmum noxrsepxnaro, wro namuas Cepus ObLia mpoM3BEfeHA U [POKOHTPONMPOBaHa B
COOTBETCTBMM ¢  geficTByromuMu  [Tpasuiamu Hamnexamedi nponssoacreensoi MPaKTHKU
Poccuiickoit ®enepanun u TpeGosanuamu Peructpanmonnoro JOCBC, a TAKIKE B COOTBETCTBHH CO
CHENH(QHUKALMIMH 3aPErHCTPHPOBAHHOTO NpPOAYKTa,

JloKyMeHTHI o IPOH3BOACTBY (IPHMEHUMBIM CTAAHAM) U KOHTPO/IO KavecTBa MPOBEPEHBI M
0100pEHEI.

Jlto6e1e oTkIOREHUS paccienoBanE! B COOTBETCTBHH C BHYTPEHHHMH NPOLEAYPAMH B OL0GPEHHI
YnonzHomoueHHbIME THIIOM,

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 verified and approved.

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

Ynoanomouennoe nmumo Y Weacas B.C
3A0 «®apm®upma «Cotexcy L Buwncackas B.L.

HOANHCL/ A0/
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