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e 3akpbiToe ARIHOHEPHOE 001IecTRO «Dapm®Pupma «Corercy
Orzaen korTpoas kauectsa
COTEXC S N
141345, Poccus, Mockosckas obnacme, Cepeueso-Iocadcxuii MYHUYUNazoHuil pation,
' Cenvekoe noceienue bepesuskosckoe, noc. benukoso, 0. 11
Ten/paxc: /495/ 956-29-30: /495/ 7373571
ITACIIOPT N. 788 or 21.09.2021 r.
[TMPoAYKT Dpanndon®
JEKAPCTBEHHASL ®OPMA u PaCcTBOP /U151 BHYTPHBEHHOTO H [10AKOKHOO BBeneHus, 2500 ME
POPMA BBIIYCKA wnpuust 0,25 ma N 6
PHUPMA ITPOU3BOJIMTED 3A0 «DapmDupma «Cotekcr, Poceus
CEPHUA 620821
OBBEM CEPUH 7250 ynax.
; TA U3LOTOBJEHMS] 08.2021r.
I'OAEH 10O 31.08.2024 .,
CPOK I'rOIHOCTH 3 rona

YCJIOBHUS XPAHEHIS

Ipu Temnepatype ot 2 10 8 C

PETHCTPAITMOHHORE
YIOCTOBEPEHHE
| AHAJTI3BI HPOBE/IEHBI no HJI

JICP-006663/08 ot 15.08.2008 I

(aata BHeceHHs H3MeneHuit B PY 27.08.2020)

HCP-006663/08-201218, Ham. Ne 1

Haumenopanue nmoKasareJieii

Tpebosannst HI

Pesynbrare! anaausa

OIMMCAHHUE

Ipospaunas Gecupernas KHIKOCTh

Ipospaunas Gecusernas
KHAKOCTE

HOJJIMHHOCTE
Ipurponosrun

‘1. Bronoraueckuii merog ¢
HCIO/L30BaHHeM
HOPMOUHTEMHYECKHX MbImeii
2. Merox HMMYyHodepMenTHOro
aHa/IM3a

[penapar nonsxen o6namars eneunduyeckol
dKTHBHOCTEBLO,

HMonnuunocTs NOATBEPIKIEHA

B npenapare nomkno 6urte TIOATBEPIKIEHO
HaJTH4YME 3PUTPONIOITHHA

[MonnuunocTs NOATBEPIKAEHA

AubGymun yenosexa

Meron dnexTpopapesa B IIAAT g
‘| IPHCYTCTBHH HATpHS
Jlaypuicynsgara

Homxna HabaronaThes XapaxTepHast
UIrMpoKas rojoca B obmactu 66-70 xJla

Honnuunocts TMOATBepacAeHa

INPO3PAYHOCTDL

Hpenapar nomken 6uime [IPO3paYHEIM

Ilpo3paynriz

SHAOTOKCHHBI, E3/1000 ME

HUBETHOCTEL penapar gomxken 6515 GecLBeTHEBIM BecuseTHuiit
pH 016,5 no 7,5 6,8
. MEXAHIQ;IEC_KI/IE
BKJI}OIIEHPIH, HACTHI/WnpHL;
- BH/IHMbIe
B cooteercTRiHM ¢ TpeboBaHUIMH Cootserctyior
" HEBHANMBIe Hactuuel > 10 Mkm — He Gonee 6000 220
2 25 MKM — He Gonee 600 I
U3BJIEKAEMBIA OBBEM, ma | He monee 0,25 0,26
’ BAKTEPH‘AJIBHBIE He Gonee 8 Megree 0,3

CTEPMJIBHOCTH

penapar pomxen Guirs CTEPHIBHBIM

Crepunenstii

Izl




AHOMAJIBHAS
TOKCHYHOCTB

Hpenapar nomien Girs HETOKCHYHEIM

HeTtokeuungrii W

OBIINH BEJIOK, mr/mn
(Meron B paadopaa)

012,050 3,0

2,6

NNOBEPXHOCTHBII
AHTHTEH BUPYCA
T'EIIATHTA B (HBsAg)

Homxen oteyrersosats

Orcytereyer

AHTHUTEJIA K BUPYCY
TI'EITATHTA C

Homxrst otcyTerroBats

Oreyretsyror

| AHTUTEJA K BUPYCAM
HUMMYHOEDHIIATA
YEJIOBEKA 1M 2 THIIOB
BHY 1,2)

HomxHe! oTeyreroBaTy

Oreyreryior

CIHIEMUOHUYECKAS
AKTHBHOCTB, % or
3AABJICHHOr0 KoJiHuecTBa B ME

Ot 80 o 120

97,84

" I{OJII/IIIEGTBEHHOE
OIIPEI[EJIEHI’IE, % % ot
JaSIBIEHHOIO KoslHuecTBa B ME

Or 80 10 120

95

| YIIAKORKA

18

|

Tlo 0,25 M 2500 ME; 0,6 ma 6000 ME; 0,8
M1 8000 ME g LWINPHIL  CTepUIBHBIL
CTEKNAHHBIH  IPaJyWpoBaHHEBI ¢ MITIOH,
SALUMTHEIM KOAMAayKoM, ¢ AONOHUTENBHEIM
4BTOMATHYECKUM  MNH HEaBTOMaTHYECKHM

YCTPOHCTBOM 18 3awmuTel  prny nocse
HCIIO/L30BAHMA WITPULA WK Ge3 Hero,

Ha KayK/Ibl it LITPHIY HaKJIEHBAKOT
CAMOKIIEALIYIOCS  IBOHHYIO ITHKETKY ¢
neppopUpoBaHHOH  NHHMe;; OTPhIBA U3
TUISHKH DOJTHIPONMIIEHOROI.

Ilo 3 wnpuua MOMEIAT B - KOHTYpPHYIO
AYCHKOBYIO YNaKoBKy H3 IJICHKH
NOJMBHHHIXJIO PHIAHOMH win
NOMM3THIEHTepedTaNaTHOH IUIEHKH
MHOTOCNOHHON  Win TIOJIMNPONMIEHOBOH,

HJIH ITOJIM3THIIEHOROI,

1 nam 2 KOHTypHbIe s4elikoBble ynakobiu
BMECCTE ¢ wuHCTpykumedl mo NIPHMEHEHHIO
TOMEIIAIOT B MAYKY M3 KapTOHa, '
Mauxy ¢ aByx cropon 3aKJIEHRAIOT
HaksIelikaMM 13 caMokeserocs Marepuana
A1 KOHTPOZIS BCKPBITHS MiTH Ges Hakjieex

o 0,25 mn 2500 ME & LUIIpUL
CTCPHIILHBIA CTEKAAHHBIHR ¢
FPanyupoBKoi ronyGoro ugera
C UIVIOH, 3alMTHEIM KOJINaykom.
Ha xasknmprit WNpUI HakneeHa
CaMOKnesmascs qrotinas
9THKETKa ¢ 1ephopHupoOBaHHO}]
TMHHUEH OTPBIBA U3 TIeHKH
NOJIHNPONHIEHOBOH,

[To 3 mnpuna nomernens: s
KOHTYPHYIO suelikoByro
YIAKOBKY H3 TII€HKH
NOJIMBHHHAXIOpHAHOI 1
NIIEHKH MHOTQC/IOHHOM,

2 KOHTYpHBI€ s4elikoBbIe
YNaKoBKH BMecTe ¢
HHCTpyKLWMe# o npumenenmo
MOMELUCHBI B 14Ky M3 KapTOHa,
IMauka ¢ gpyx CTOPOH 2aKjieeHa,,
Hakneikamu ua #oa
caMoKJIeserocs MaquI:}&rla
AJ1st KOHTPOJ1A BCKPRITHY.

-
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MAPKHPOBKA

L

L

Ha stuxerxe amnynei/mm PHLA YKAa3bIBAIOT
TOProBOe HAMMEHORAHHE npenapara ¢
TPCAYNPEAMTEIBHOH MapKupoBKoii B
JICKAPCTBEHHYI0 hOpMY; aKTHBHOCTE B ME;
obbem npenapara s MHJITHIIHTDPAX; YCIoBus
XPaHCHHA; HOMep cepuu (BKITIOYaeT Jaty
BBIITYCKA); CPOK FOHOCTH 1 hapmakos,

Ha nnenke MHOTOCI0HHOH KOHTYpHOIi
A4EHKOBOH ynakosku s amIys M IieHKe
H3 MHOTOCTIORHOTO MaTepuaa My
TOTUNPONHNEHOBOMH, HIIM NOIHATHIEHOBO;]
AUIA LINPULICE YKa3BIBAIOT TOBAPHbIH 3Hak
NPOM3BOAHTENS,

Ha stukerke mnpnq’;_'\'ygcazai{o:
TOproeoe HanmeHosakHe
npenapara ¢ A
NpenynpeauTensLuoi
MapKupoBKoii ®;
JIeKapcTBeHHas Gopma;
aKTHBHOCTEL B ME; 06%em
fIpenapata B MUTHMTpAX;
YCJIOBHA XpaHeHus; Homep
CepHH (BI04l maTy
BBINYCKa); CPOK FONHOCTH u
dapmaxoy,

SGE D

Ha nnenke us MHOIOCNIOHHOro

i
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Ha xoHTypHOii suelikopon YNaKoBKe amg
aMity1 Ge3 MIIeHKK MapkipoBka 4«
OTCYTCTBYyeT.

Ha navyke yxassisaror HaHMEHOBaHKe
NPOM3BOANTEIIA, €ro TOBAPHEIN 3Hax, anpec,
TeneoH u daxc; TOProBoe HaUMEHORAaHHe
lipenapara ¢ npeaynpenutensHoi
MapKHPOBKOif ®; MEXKAYHAPOAHOE
HCMATEHTOBAHHOE HAMMEHOBaHHe;
NIEKapCTBeHHYIO (POPMY; aKTHBHOCTS B ME;
00beM nperapara s MHJUTMIINTPaX; cOCTaB Ha
OAHY aMIlyny/onuH WnpuL; Konuyectso
aMIy1/IInpHLes B ynakoeke; «[Tpumensrs
M0 HA3HAYeHHIO Bpauay; «XpaHuTh B
HEIOCTYNMHOM g mereii MecTen; «AHTHTeNna
k BUY-1, BUY-2, BUpPYCY renatura Cu
NOBEPXHOCTHBIN aHTHIeH BUpyca renaTtHra B
OTCYTCTBYIOT?; «CTEPHITBHOY; YCIoBus
XPaHEHH; YCI0BUS OTMyCKa; HOMep
PETHCTPALIHORHOTrO y0CTOBEpEHMUS: HoMep
cepuu (BKouaeT nary BBIITyCKa); cpok
FOAHOCTH; WTPpUX-KOJ, hapmakox; Kox
Makera. A A
Ha nauke UINPHIIEB C NOTIONHHTEIBHEBIM
ABTOMATHYECKHM HIIH HeaBTOMaTHYCCKiM
YCTPOHCTBOM J1714 3aLUUTh] HITBI IOCTE
HCTIONE30BAHUA WNPULA AOTIONHUTE b HO
YKa3bIBAKOT «C YCTPOHCTBOM 3aLiTh] HIJIBIY,
Ha naukax ana amnyn u LINpHLIER
AOMYCKACTCS [IONOMHUTENBHO YKAZBIBATS -
TOProBoe HanMeHOBaHHe nMpenapara u
aKTHBHOCTE B ME mpudrrom bpaiis;
KOHTPOMTbHBIN MACHTHOHKALHOHHDBIN 3HaK
(KH3), a raxxe HH}OpMaLHio, KOTOpyIo
comepakut KH3.

MAPKHPOBKA

i, _

£

MaTepxana KOHTYpPHOI
A4eHKOBOM YrIakoBky yKa3zaH
Tosapm..:ﬁ 3HAaK IIPOH3BOHTENS.
Ha nauxe ykazano:
HAHMEHOBaHHe Npou3BoIMTE NS,
€r0 TOBAPHEIH 3Hak, ampec,
TenedoH u axc; TOProeoe
HAUMEHOBaHHe Mpenapara ¢
NpenynpeauTesHol
MapKupoBKoi ®;
MEXIyHaponHoe
HENaTeHTOBaHHOe
HaHMEHOBaHHE, JleKapCTBeHHAR
bopma; aktusHOCTS B ME;
obbeM npenapara s
MH/UTHIITPAx; coCTaB Ha OfUH
LUTIPHIL; KOJTHYECTRO IUTPHLIECE B
ynakoske; «IlpumensTs no
Ha3HAueHHIO Bpayay; «X paHuTh
B HEJIOCTYITHOM 14 meteii
MecTe; «AnThTena k BUY-1,
BHY-2, k Bupycy renatuta C u
[IOBEPXHOCTHEIH aHTHreH
BHpYyCa renatura B
OTCYTCTBYIOT»; «CTEPHIBLHON,
YCIOBHSA XPaHEHUS; YCI0BHS
OTMycKa; HoMep
PErHCTPaLUMOHHOrO
YNOCTOBEPEHHUS; HOMED cepHu
(Brmouas nary BBIITYCKa); CPOK
FOHOCTH; LUTPHX-KOL,
hapmakoz; kox maxera.

Ha naukax gononuurenpuo
YKasaHo Toprogoe
HAUMCHOBaHKE NpenapaTa 1
AKTHBHOCTL B ME mpndrom
Bpaiins, kortponsumrii
MACHTHYHKAUMOHHBIN 3HaK
(KH3), a Taroxe HH(pOpMalHIO,
KOTopyto coaepikut KH3.

3aka0venne: fpenapat «3pansgpon® PACTBOD 1St BIYTPHBeHHOrO 1 MOAKOXHOr0 BBexeHus 2 500

“ME» samnpunax 0,25 vy N 6 cepus 620821, [IPOM3BENEHHEI 3A0 «Dapm®Pupma «Corekey, Poceng,

COOTBETCTBYET TpeGoBaHHIM HITJICP-006663/08-20121 8, Wam. Nel w npuronen IS UCTIOJIB30BaHUA [0

31.08.2024 r.
p
Havannnuk OKK {/Z/,z»’»“'
3A0 £$<‘DE_I]JM(I)HpMa «Corexcn o w/
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3akpeiToe AKIHOHepHOE 001mecTBO «DapmMDupma «Cotexcy
COTEKE Juyensus ng ocyiecmenenue npouseodcmeq JIC Ne00105-J1C

Paspemenne na Bhinmyck JITT Ne 788

(B cootBercTBHY ¢ Mpunoskennem 16 cGMP)
Permission to release products (in accordance with Appendix 16 cGMP)

[ |

Haspanne npoayxra /

®
Name of the product Spamsdon ]

JlekapcTBennasn ¢dopma /
Pharmaceutical Jorm
Ho3upopka /

pPacTBop misa BHYTPHBEHHOIO U IIOAKOXKHOTO BBCOEHHS

Dose 2500 ME 0,25 MJIT

Twn ynakopin /

Package type ' WIPHIE! (6), navkn KapToHHEe
MHH /

INN - OnosthH ansda

!

Homep cepun /

Bach size
Crpana nasuavenny /
Destination country

Perncrpaunonnoe Yaocrosepenne / | JICP-006663/08 or 15.08.2008 J by

Bach number 620821
Hata npoussoacrea /

Date of manufacture 08.2021
.g;?njf-ﬂ fi;;é ( 31.08.2024
e P ! 7250 ynak,

Poccuiickas Deneparus

Marketing authorization (nata BHecenms mamerenmi B PV 27.08.2020)
Hopmarupusrii HOKyMenT /

Normative documen; HCP-006663/08-201218, HUzm. Nel

Ipounseoncrro roToBOIf 3A0 «Dapm®upma «Cotekcy, Poccus
JIEKAPCTBEHH O dopmpr /

Finished dosage form manufacturing
Anpec / Address-

Poccus, 141345, Mockoscxag 06u1., Ceprueso-ITocancknuii MYHHIMNATBHEIN palion, cenbckoe
MOCeJICHHe Bepemsncoscxoe, noc. benuxono, 1, 10, ;. 11, ;. 12

HepBuunasn ynakopka / 3A0 «DapMPupma «Cortekcey, Poccus

Prima packaging

Anpec / Address- _

Poccns, 141345, Mockockas obi., Ceprueso-ITocanckuit MYHHUHNATBHEIH  palion, CeJIbCKOoe
[oCesIeHne Bepez}mKochoe, noc, Bennkogo, g, 10, 0. 11, . 12

Bropuunasn Ynaxkoska / 3A0 «DapmMdupma «Cotekcy, Poccus 7
Secondary packa in

Anpec / Address.

Poccus, 141345, Mockosekas obr., Ceprueso-TTocanckuit MYHHUHIANBHBIA  paiton, CENECKOE
nocenenue Be C3HAKOBCKOE, 1oC, Benukogo, 1, 10, n. 11, o 12
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— 3akpriToe AKUHOHepHoe o61mecTRO «@apm®Pupma «Coreiccy
COTEKE Juyensus na ocymyecmenenye npouseodcmea JIC Ne(0105-J1C
Beimyckaromuii KOHTpOIL KavecrBa / | 3A0 «Papm@upma «Corteken, Poccus
Quality Control
Anpec / Address: A
Poccus, 141345, Mockosckas obi1., Ceprueso-ITocanckuii MYHHLIUTIAIBEHEIH paiioH, censckoe
IIOCETIeHHe Bep63HHKOBCKOC, noc. Bemukogo, 1. 10, n. 11, 1. 12
HasBauue ADC/ OpHTPONOSTHH
API name (OnoathH ambda)
Opoussoaurens ADC/ e
B Pt - 3A0 «DapmPupma «Cotekcy, Poceus 7 =
Homep cepun A®C/ 181020
API Bach number 281220

Poccuiicko Qenepannn u TpeGoBaHHAMH Peructpaunonnoro AOCke, a TaKXe B COOTBETCTBHH co
CrneuupuKaLusiMu 38PETHCTPUPOBAHHOTO IPOYKTA.

HoxymenTe! o TPOH3BOJACTBY (IIPHMEHUMBIM CTaaMAM) M KOHTPONIO KayecTa IPOBEPEHB! K
ono6pensr.

Jlio6k1e oTKNOHEHMS PacciieoBaHEl B COOTRETCTBHM ¢ BHYTPEHHUMH IpOLEaypamMu u onobpens:
YIOMHOMOYeHHEIMH THLOM,

. 3 CKe
Ynoanomouennoe JIHIIO C%g@_ Biusescran B.C.
3A0 «@apm®upma «Corexccy mosnme! DUQ/

=

(@-*/ (’/ » f?ﬁ




