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COTEKC

i XQ' "';‘1”‘1:‘ 3018 KayecTrna

IMACITOPT Ne 937 ot 28.12.2020 .

MMPOAYKT Ieperon®
JEKAPCTBEHHAS ®OPMA u PacTBOp Ans BHYTPHBEHHOTO M BHYTPHMBILIEYHOrO BREAEHHA 250 mr/mi,
DOPMA BBIIYCKA amnysst 4 v N 3
PHPMA ITPOU3BOJUTEJD 3A0 «Dapm®upma «Cotekey, Poccus
CEPHA 121120
OBFbEM CEPHH 30 263 ynak.
JATA U3I'OTOBJIEHHUS 11.2020 r.
I'OJAEH 10 30.11.2025 r.,
CPOKTOJIHOCTH 5 ner
YCJIOBHA XPAHEHHA B 3auKiieHHOM OT CBeTa MecTe MpH TeMreparype He Bbiie 25°C.
I;Eg’g%g}ﬁgggmﬂ JIC-002652 o1 21.09.2011 1.
SAJIBITIPOBRARHDI 0\ 10.002652.210911, Haw. Ne 1,2, 3, 4, 5.
Haumenopanue nokasareeii Tpedoanua OCII PelyabTaThl aHATH3A
OITMCAHUE ITpo3pauHas GecuBeTHas JKUIKOCTh TgospaHas becHnemng
JKHIKOCTb
NOIJIMHHOCTD:
B3KX Bpemsi ynepHBaHHUS OCHOBHOTO ITHKA
Ha  XpOMarorpaMMme  HCILITYeMOro
pacTBopa  [O/DKHO  COOTBETCTBOBATH
[ToanuuHOCTE MOATREPIKACHA
BPEMEHH YIEPKUBaHHA IHKA XOJIHHA
anbocuepata Ha  Xpomarorpamme
CTaHJapTHOTO pacTBopa (cM. pasjen
«KonnuectBeHHOE onpenenexHue)
[TaTHO Ha XxpomaToTrpamMme
TCX MCIBITYEMOrO PACTROPA T10 MOJOMKEHHIO,
HWHTEHCHBHOCTH OKPACKH H BEJIHYHHE
NOJKHO COOTBETCTBOBATE IMATHY Ha [MoAMMHHOCTh MOATBEPHKIEHA
xpomarorpamme pactsopa CO 2 xonuua
anedocueparta (cM. paszaen
«PoacTBeHHBIE TpUMeEcH»)
IMPO3PAYHOCTD [Ipenapar nomieH ObITE MPO3PaYHBIM [Tpo3pauHbiii
IBETHOCTD Ilpeniapat nomken 6bITh GecuBeTlib%:-j-‘.‘- - %é,ﬁfﬁ"&wmﬁ
pH 01551070 Ao/ ob68i, NN
MEXAHHYECKHE i/ * \o\§
BKJIIOUYEHMS uacTuu/amnya: (oM Arewe "zl
- BHAHMbIE B COOTBETCTBHHM C TpeGOBaHMAMKS | | CdoTBe‘TcﬁyéT
YacTuuei > 10 Mk — He Gonee 60003 . |17+ . /o /)
s MERAMARAE > 25 Mk — we Gonee 600 b 5
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U3BJEKAEMBIA OB BEM, ma

He menee 4,0

4.3

BAKTEPHAJILBHBIE
SHIOTOKCHHBI, ED/Mr xoauna
anbgocuepara

He Gonee 0,35

Menee 0,012

POACTBEHHLIE IPUMECH, %
-Lunatpus anbpa-rannepodocdar
- I'nunepun

- Expnuunan

HeuJeH THHIHPOBAIINAT IPHMECH
- Cymma npumecei

He Gonee 1,0
He 6oee 2,0

He ©osee 1,0
He Gonee 4,0

He obHapykeHO
He oBHapyxeHo

He oOHapyxeHo
He obHapy:eHo

CTEPHJIBHOCTb Jlomken OBITE CTEPHIBHBIM CrepunbHblii
KOJMYECTBEHHOE
OINPEAEJEHHUE 071 0,2375 100 0,2625 0,2570

XOJIMHA alb(ocuepara, I/mil

[To 4 M B amimyJibl OECUBETHONO
HelTpanbHOro ctexna tvn I no Eur.
Ph. ¢ uBeTHBEIM KONBLIOM paznoma
WJIU C LIBETHOM TOYKOM W HaceuyKoi
no ISO 9187. Ha amnyel
JOMNOJIHUTENBEHO HAHOCAT OZHO, [Ba
HITK TPH UBETHRIX KOJIbUA H/HHI"E
JIBYXMEPHBIH IUTPUX-KO, HW/HIH
OyKeenHO-1HGPOBYIO KOAUPOBKY
uin 6e3 NONOoNHUTENBHEIX LBeTHBIX
KOJIELL, IByXMEpHOI0 ITPHX-K0/1a,

[To 4 Mn B aMmmynbl GeCHBETHOTO
HelfTpansHoro crexia THn I ¢
JKeNToi TOUKOH 1 Hace4Ko# no
ISO 9187 u ¢ DOMONHUTENBHBIM
KENTRIM HICHTHPHKALIMOHHBIM
KOJIBI[OM,

Ha xaxayro ammysty HakneeHa
caMOoKJeAIascsa ITHKETKA.

3 aMmy/ibl IOMELLUEeHb! B
KOHTYPHYIO SUEHKOBYHO
YIaKoBKY W3 TIEHKH

YIHAKOBKA OyKBEHHO-UM(DPOBOH KOAHPOBKH. MONMHBHHUIXIOPHAIIOH H
Ha Kkaxctyro amImy1y Hak/1eHBaioT TUIEHKH MOJHMEPHOi.
CaMOKIEALYHOCA 3THKETKY. | KoHTYpHas sueiikopas
[To 3 unu 5 aMImyn noMeuanT B YTaKOBKa BMECTE €
KOHTYPHYHO A4eiKOBYIO YNAKOBKY M3 | HHCTPYKLMEH 110 IPHMEHEHHIO
TUIEHKH MOTHBHHHIXJIOPHAHOH H NOMELLIEHA B [1A4KY M3 KapTOHa.
[UIEHKH [ONUMepHOit Han Ge3
[IEHKH.
Mo | unu 2 KoHTYypHBIE A4eHKOBBIE
YNaKOBKM BMECTE C MHCTPYKUHMEH 110
MPUMEHEHHIO TTIOMELLAIOT B MayKy H3
KapToHa.
Ha stuketke amnybl ykassiBaioT Ha stukerke ammynel yKazaHo:
TOBapPHbIH 3HAK MPOH3BOAUTENS; TOBApHbIH 3HAK [IPOU3BOAMTEIA;
HaUMEeHOBaHHE TIpernapara ¢ HaUMeHOBaHWe TMperapara c
npeLynpeanTe/IbHOH MapKHPOBKOH npeaynpeauTenbHONH
®; nekapcTBeHHYO hopMy; MapKHpOBKOH ®,
KOHLEHTPALHIO B MI/MIT; 00beM JeKapcTBEHHas hopma;
MAPKHPOBKA rpenapara B MUITHIKTPAX; HOMEp KOHLIEHTpalusA B Mr/mi; ofbem

CepHH; CPOK FOTHOCTH M hapmako1.
Ha nnenke koHTYpHOH sueiikoBoi
YMNAaKOBKH YKa3blBAIOT TOBapHBIH
3HAK TIPOU3BOAMTEN.

Ha kontypnoit suefikoBoii ynakoske
Oe3 naeHKH MapKUpOBKa
OTCYTCTBYET.

Ha navke ykaspiBatoT TOprosoe

npenapata B MHIUIMIHTPax;
HOMEP CEPHH; CPOK FOAHOCTH H
dapmakos.

Ha MeHKe KOHTYpHO#H
AYEHKOBOM YMaKoBKH yKaszaH
TPOBAPHBLA 3HAK MPOMU3BOIUTEIA.
Ha nauke ¥KazaHO: TOprosoe

 HAHMEHQEBAHHS, mpemapara ¢

HAMMEHOBaHHWe npenapatac [/, /| npeﬂynpeﬁmenm-zon

npenynpeanTenbHOMU Mapmpogicoﬁr MapKkupoRKOH®!

®; MeXIYHapOIHOE -‘Mexaynaponﬁepf
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MAPKHUPOBKA

HemnaTeHTOBAHHOE HAHMEHOBAHHE,
neKapcTBEHHYIO (popMy;
KOHIIGHTPALHKIO B MI/MJT; 06beM
npenapara B MUJUTHIMTPaX,
KOJTHYIECTBO aMITyll B YTaKOBKE;
((CTGPI—UIBHO)}; COCTaB Ha OIIHY
ammyny; «[IpumensTs no
HA3HAYEHHIO Bpayay; yCIoBHA
OTIYCKA; YCIOBHA XPaHEHHS;
«XpaHWTk B HEJOCTYITHOM JUisl leTeH
MECTE»; HOMEP PerHcTpaLHOHHOIO
YIOCTOBEPEHHS; HAMMEHOBAHHE
MPOW3BOAMTEIS, €r0 TOBAPHbIH 3HAK,
aipec, Tene(oH U akc; Homep
CEpHM; CPOK FOIHOCTH; ITPHX-KOJT.
JIOMONHHUTENBHO Ha MaYke
JIOMYCKAETCA YKa3blBaTh TOPrOBOE
HauMEHOBaHKE TIpenapara,
KOHLIEHTPALIMIO B MI/MJT WIpHGTOM
Bpaitiisi; KOHTpONBHBII
unenTHdrkauroHHblit 3Hak (KHU3), a
TaKKe MH(OPMALIHIO, KOTOPYIO
coneprxut KH3.

HEMaTeHTOBaHHOE
HaHMEHOBAHHE, JIEKAapCTBEHHAsA
(opma; KOHLCHTPALMS B MI/MIT

obbeM npenapara B
MHJUTHITHTpAX; KOTMYECTBO
ammyn B VIIaKOBKE;

«CTEPUNLHOY», COCTAB Ha OOHY
ammyny; «[TpumeHaTh rno
Ha3HaueHHio Bpada»; YCIOBHA
OTTyCKa, YCIOBHA XpaHEeHHs;
«XpaHUTL B HEIOCTYIHOM i
neren MECTEN, HOMED
pPErHCTPAaLMOHHOI0

YIOCTOBEPEHH:A; HAWMEHOBAHHE
MPOM3BONTENSA, €ro TOBAPHBIN
3HaK, ajgpec, TefedoH W daxc,
HOMEp CepHH; CPOK TOIHOCTH;

IITPUX-KO/L.

JlononHUTENBHO  Ha  Madke
yKa3aHo TOProBoe
HaUMeHOBaHHe nipernapara,
KOHLIEHTpaLUA B MT/MI
wpHdTOoM Bpatins,
KOHTPOJIBHBIA
HAeHTHOUKALIMOHHBIH 3HaK

(KHM3), a taoke nuH(OpMaLHIO,
koTopyto coaep:kut K13,

Jakmiouenne: nperapat «lleperon® pacTBOp ANA BHYTPHBEHHOTO H BHYTPHMBIIIETHOrO
seexenns 250 Mr/ma» B amuyaax 4 ma N 3, cepus 121120, npomssenennsiii 3A0 «Papm®upma
«Cotexcy, Poccusi, coorsercrByer tpefosanuam OCII JIC-002652-210911, Mam. Ne 1, 2, 3, 4, 5w
MpHUrofieH st uenosb3obanusg 10 30.11.2025 .

Hauaapuuk OKK

3A0 «@®apm@upma «CoTeke»

JL.H. Ky;mmunxuna

MLIL.




.
gp—
ETr—
R —

E—
———
~—

COTEKC

3axpriToe akunonepHoe odmecTBo «Papm®upma «CoTexcen
Jluyensus na ocywecmenenue npouseoocmea JIC Ne00105-JIC

Paspemenne Ha Boinyck JIIT Ne 937

(B cootBeTcTBMH ¢ [Tpunokenuem 16 cGMP)
Permission to release products (in accordance with Appendix 16 cGMP)

Hassauue npoaykra /
Name of the product

JlexapcTBennas dopma /

Lepeton®

PacTBOp AJis BHYTPHBEHHOIO U BHYTPHMBINICYHOTO

Pharmaceutical form BBEJICHHsI

AUSHPURER / 250 Mr/mi, 4 M

Dose

Tan ynakosku / ammyJel (3), ynakoBKH si4eiikoBbIe KOHTYpHBIE (1), mauku
Package type KapTOHHBIE

MHH/ Xonuna ansgocuepar

INN P

Homep cepun /

Bach number 121120
Date of mamifocrire 11,2020
g;;;z e 30.11.2025
Bachse | 30 263 ynax.

Crpana nasuavenus /
Destination country

Poccuiickas ®eneparus

Perncrpaunnonnoe yaocrosepenne /
Marketing authorization
HopmaTuBHBIH J0KYMeHT /
Normative document

JIC-002652 o1 21.09.2011

JIC-002652-210911, U3m. Ne 1, 2, 3, 4, 5.

IIpou3BoacTBO roTOBOH
JekapcTBeHHOH (opmbr /
Finished dosage form manufacturing

3A0 «PapmPupma «Cotekcr, Poccus

Anpec / Address:

Poccus, 141345, Mockosckast 0611., CeprueBo-ITocanckuii MyHHIMIIATEHEIA paiioH, ceNbeKoe
nocenenne bepesusakoBekoe, noc. benukoso, a. 10, o. 11, 1. 12

IlepBuvHas ynakoBka /

3A0 «DapmDupma «Cotekey, Pocens

nocesieHHe bepe3sHsaKoBCKoe, Ioc. Bennxoso g 10, 0. 11, 0. 12

Primary packaging

Anpec / Address:

Poccua, 141345, Mockosckas o6n., Ceprueso-ITocanckuii Myﬂuunnaﬂwm paHOH CeILCKoe
TOCeNeHHe Bepezmxoacxcoe noc. Benukoso, n. 10, o. 11, 0. 12 s :
Bropuunas ynakoBka / 3A0 «d)apM(DHpMa «Corexq&}f Pdccna NN
Secondary packaging ¥w/ \2\t
Anpec / Address: '-E!'f"i" CoTe
Poccus, 141345, MockoBckas o6n., Ceprueso-ITocamckuii w)q{@(ananbnsm pauou’, eem:cxoe
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Ne(QO105-JIC
COTEKC Jluyensus na ocyyecmenenue npoussodocmeaa JIC NeQ)

Boinyckaromui koHTpoab kavectsa / | 3A0 «Dapm®Pupma «Cotexey», Poccus

Quality Control

Anpec / Address:
Poccust, 141345, MockoBckas 061, Ceprueso-Ilocanckuif MyHMIHNANBHBIN PaioH, CENTbCKOE

noceneHne bepesnskosckoe, noc. benuxoso, a. 10, x. 11, 1. 12

Hazgauue ADC/ JIMTION I I'hX 85D

API name (Xonuna ansgocuepar)
Iponssoautean ADC /

AP miafaeniver «Jlumoun 'm6X», I'epmanus
Homep cepun ADC / 580400-1200196

API Bach number 580400-1200197

HacTosiuuM TOATBEpXKAAO, 4TO JaHHas cepusi ObUla [IPOM3BEAECHA M IPOKOHTPOJIMPOBAHA B
COOTBETCTBMH ¢ JeficTByrommmu [IpaBunamu Haanexammel MNpoH3BOOCTBEHHOH — IIPAKTHKH
Poccuiickoit @enepanuu U TpeboBauuAMH PerucTpallMOHHOTO IOChE, a TAKKE B COOTBETCTBHH CO
crnieuuUKaLMsIMHU 3aPETUCTPUPOBAHHOIO NMPOAYKTA.

JIOKyMEHTEI 10 IPOM3BOACTBY (IPHUMEHHUMBIM CTAaOMAM) W KOHTPOMIO KAYECTBA MPOBEPEHBI M

0n00OpeHsHI.
JTio6ple OTKIIOHEHHA pacCieIoBaHbl B COOTBETCTBHH ¢ BHYTPCHHHMH MPOLENYPaMH H 0100peHE!

YNOJHOMOYEHHBIMH JTHLIOM.

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.
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