3akpeIToe akumonepHOe 00MEeCTRO «PapmPupma «Corercy

Otnen konrpons kavecrna

141345, Poccusi, Mocxoscras oGaacms, Cepeuego-Tlocadcrui MYHUYUNRATOHBI Pation,
CeIbCROE noceaenne bepesnaroscroe. noc. beauroso, 9. 11
Ten/paxc: 1495/ 956-29-30: /495/737-3 5-71
IMMACIIOPT Ne 56 ot 27.01.2022 1.
HOPOAVYKT KommanrawB®
JEKAPCTBEHHAS ®OPMA u PacTBOp 11 BHYTPHMBILUEHHOr'O BBEACHHA
POPMA BBIITYCKA ammynbsl 2 mn N 10
PHPMA ITPOU3BOAUTEJH 3AO «Dapm®Pupma «Cotekcr, Pocons
CEPHsI 521221
OBBLEM CEPUUH 26 057 ynak,
TA U3rOTOBJIEHHUS 122021 r.
I'OJAEH 10 31.12.2024 r.
CPOKTOIHOCTH 3 rona
YCJIOBUSI XPAHEHU S B sammmennom ot ceera mecte npu TeMneparype ot 2 1o §°C. He
AONYCKACTCA XPAHEHHE H TPAHCTIOPTHPOBAHHE TIPH TeMreparype
Huzke 2°C
PETHCTPAIIMOHHOE JICP-001758/09 ot 10.03.2009 .
%HOCTOBEPEHPIE (#arta BHeceHHs W3MeHenHil B PY 14.02.2018)
AHAJIM3bI IPOBEJEHDI 110 HJI JICP-001758/09-100309, Mam. Ne 1, 2, 3, 4,5,6,7,8.9,10, 11,12
Hanmenosanue Tpebosanua HJJ PesyasTarni anananza
noxkaszareneii
OIMMCAHHUE IMpospaunsiii pacTBop PO30BATO-KpacHOro Ilpospaunsiit pacteop pozosato-
LUBETA C XaPAKTEPHBIM CITELUPHYSCKHM KPacHOro [BETA C XapaKTepHBIM
3araxom crneHdUUEcKuM 3anaxom
INOJVIMHHOCTD
(BIXKX) Bpemena  ynepwusamms  ocmommmix
Trammua ruapoxnopus, | 105 Ha XpoMarorpamme
THPHAOKCHHA HCTIBITYEMOTO  PacTBOpa  JIOMKHEL
PHAPOXIOPR, COOTBETCTBOBATH BpeMeHaM
HHanoxkobamamun, _
_ YACPKHBAHHS OCHOBHBIX [THKOB Ha
JHAOKAMHA FHAPOXI0pPHL,
Bensunonstil cnupt XpoMmarorpamMme CTaHIapTHOrO
pacTBopa (cM. pasznen «Konuuectpennoe
b olpesiesieHue )
| IPO3PAYHOCTH Ilpenapar noskeH Geirs NpO3payHbIM Ipo3pauneiii
| pH 01401050 4,6
MEXAHUYECKHE
BKJIOYEHUST:
~BH/IHMbIe Homxen cooteercTeoBaTH TpeboBaHHIM Cootserersyror
-HEeBHANMBIe Hactuust > 10 MM - He Gonee 6000 11
2 25 MKM — He Gonee 600 1
H3BJIEKAEMBIN He menee 2,0 2,1
OBBEM, ma
BAKTEPHAJIBHBIE He 6onee 175 Menee 15
SHAOTOKCHHDBI, EY/ma
| CTEPWIBHOCTE [penapar nomwken Gpirs CTEPHILHEIM Crepunsaurii
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" fipenapara,

IUIEHKH MapKHpoBKa OTCYTCTBYET.

Ha navke YKazbIBAIOT TOProBoe
HaHMEHORAHHE npenapara c
NPEAYNPEAHTENbHOR  MapKHpPOBKoii ®;

Jiekapereentyio dopmy; obsem npenapara B
MWUIHIHTPaX; COCTAR Ha ONHY ammyiy;
KOMHECTBO aMIynT B yIaKOBKe: YCIOBUS
XPAHEHHUSA, YC/IOBHA OTIYCKA; HANMEHOBAHME
TIPOHIBONUTE 11, €r0 TOBAPHBI 3HaKk, anpec,
TenedoH, haxkc; «IIpumensaTs no
HA3HAYCHUKD) Bpayay, «Xpanurn B
HEJOCTYITHOM hab§: AeTei Mmecrey,
HOMED  pereTpauMoHHOrG
OCTOBEPEHMS; HOMEp  cepHH;  cpok
HOCTH; IITPUX-KO,

naqyke  fmomnyckaercs
TOProeoe HauMEHOBaHHe

NEKAPCTBEHHYIO thopmy
“pacTBOp 118 B/M  BRenmeHuay wpudTom

KOJMYECTBEHHOE
OIPEAENEHUE, mr/mu:
(BIXEX)
- THAMHHA IHAPOXJI0PH) Or145,0 no 62,5 51,91
- IHPHIOKCHHA Or47,5 no0 52,5 49,4
THIPOXJIOpH]
- nHanoroGataMnn Ot 0,450 1o 0,625 0,585
- IHAOKaHHA O19.5 no 10,5 9,9
FHAPOXJIOPHA
- bensniioBbIil CHMpT Or 19,0 10 21,0 20,1
YIIAKOBKA Ho 2 ma B amnynsr ceeTosamurroro crexna | ITo 2 M B ammynl
i I no Eur, Ph. ¢ ugetapmv KOJIBLOM CBETO3ALMTHOrO cTekna i [ no
PA3lomMa vl ¢ UBETHOH TOUKOM M Haceukol | Eur. Ph. C KpacHOH ToukoH u
o ISO 9187. Ha amnyns AOTOSTHHTENBEHO Hace4koH no ISO 9187 u ¢
HAHOCAT OZTHO, ABA WJIH TPH UBETHBIX KOMbLA AONOIHHTENbHEIM
g WHITH ABYXMEDHBII IITPUX-KOZ, H/unu HACHTHOHKALMOHHEIM KOTbLOM
‘r OyKBEHHO-LIHBPOBYIO KOIIMPOBKY Wau Ge3 KpacHoro ugera.
AOTIONHMTE/ILHBIX LIBETHBIX KOlew, Ha xaxnyio amnyny naxieena
ABYXMEPHOTO 1UTPHX-KOAY, OyKBeHHO- CaMOKIIeAIAACS ITHKETKA,
uHpoBoit KoaMpPOBKH. 5 amrys nomenieHs! B
Ha xamayio amnyny nakneusaror KOHTYPHYIO a4eHKOBYIO
CaMOKJICALIYIOCH STHKETKY. YNAKOBKY M3 IIEHKH
| Mo 5 ammyn nomemator s KOHTYPHYIO NOTHBHHHUIIXITOPHIHOM H MIICHKH
AYEHKOBYIO YNIAKOBKY M3 MLTeHKH MOTHMEPHOH,
TICTHBHHHIXIOPUIHOH M IUIeHKH 2 KOHTYpHEIE A4eiikoBEIe
nonuMepHoit unu 6e3 rnenky, YNAKOBKH BMECTE C HHCTPYKLIHE
| unn 2 KoHTYpHBIE TueiikoBbie YTAKOBKH N0 NPHMEHEHUIO [TOMEHIEHBI B
BMECTE C UHCTPYKLMeH No npuMeHenuo NauKy U3 KapToHa.
i NOMEINAKOT B MAYKY M3 KAPTOHA.
MAPKHPOBKA Ha stuxerxe amrmynsr YKa3bIBaOT ToproBoe | Ha sTukeTke ammysbi YyKazaHo:
HAHMEHOBAaHUE npenapara ¢ | TOProBoe HAHMEHOBAHHE
TPEAYNPENUTENbHON  Mapkuposkoil  ®: Tpenapara ¢ npeynpeauTensHo
JIEKaPCTBEHHYIO dopMy; obBem fpenapata B | MapkHpoBKo# ®); jiekapeTEennas
MHJIIAIMTpaX, TOBAPHBLi 3HaK | dopma; 06Bem npenapara B
NPOM3BOAMTENA;  HOMEp  cepuu; CPOK | MMILTHIMTPAX; TOBAPHBIH 3HaK
FOAHOCTH H (hapmaxo, NPOM3BOIHTEINA; HOMED CCPHH;
Ha nnenke koutypuoit susiikonoi YNAKOBKH | CPOK FOAHOCTH H bapMakos.
YKAa3bIBAKOT TOBAPHBIH 3HAK NpoM3BOAMTeNs, | Ha IUICHKE KOHTYpHOMH
Ha xoutypro#t sueiikopoii ynakoeke 6e3 | sueiikopoit YOaKOBKH yKazaH

TOBAPHBIA 3HAK TIPOM3BOAHTE S,
Ha nauke ykasano TOprosoe
HaMMCHOBaHHE Npernapara ¢
npeayTpenuTensHOH
MapkupoBko# ®; nekapcreennas
thopma; obbem npenapara s
MHIUTHIHTPAX; COCTAB HA OAHY
aMmIyny; KOMYECTRO ammys1 B
YNaKOBKE; YCIOBUA XpaHEeHH S,
YCOBUA OTIYCKA, HAMMEHOBAHHE
TIPOH3BONMTEIIA, €TI0 TOBAPHBLIii
3HaK, anpec, renedon, dakc;
«lIpumeHaTs N0 HazHaueHMIO
Bpayay, «Xpauure B
HENOCTYNHOM A4 jeTeti MecTen,
«CTEPUITBHOY; HOMEp
PErHCTPaLHOHHOTO
YAOCTOBEPEHHA; HOMEP CepHu;
CPOK I'OAHOCTH; [ITPHX-KOA.
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MAPKHPOBKA bpaiing; 2D kon ¢ pacindposkoi i Ges. Ha nauke ykasawo Toprosoe
HaHMEHOBAHHUE Npenapara,

JleKapeTBeHHas hopma «pactrop
A1 B/M BBEJGHHS» WPHGTOM
Bpaiing, 2D kox ¢
pacuHppoBKoit

3akmovenne: mpenapar «KomminramB® PacTBOD 11 BHYTPHMBIIEYHOro BBEACHHSD) B
ammnyaax 2 ma N 10 cepun 521221, ItponsBeaeHHbIH 3A0 «Dapm®upma «Cotexey, Poccus,
cootsercTByeT Tpedosanuam HJT JICP-001758/09-1 00309, Mam. Ne 1,2, 3,4, 5, 6, 7, 89,10,11,12
H IIPHTOZAEH 1A HCTIONB30BaHug 1o 31.12.2024 1.

% e

iz ; :
Hauansnuk OKK P oot ey Sey
3A0 «®apm®upma «Coteken &7 > LA Kyamumxuma MLIL
. ﬁ BU RLOTE %;{:

3usz3



AR e
s 3axpeiToe akunonepHoe obmectno «Papm®Pupma «Corexc»

COTEHC Juyensus na ocyyecmenenue npoussodcmea JIC NeGO1035-JIC

Paspewenue na semyck JIT Ne 56

(8 cooteTeTBUm ¢ [IpHokennem 16 cGMP)
Permission to release products (in accordance with Appendix 16 cGMP)

HasBaune npogyxra /
: LY KommmuramB®
Name of the product
Jlekapcraentas dopma / 4CTBOD JUIS BHYTPUMBILICTHOTO BBE/ICHHS
Pharmaceutical form P P
O3HpoOBKa /
Aoanp 2 mn
Dose
Tun ynakosxn / aMITyJIBI CBETO3AIIUTHOTO cTeKa (§), YIaKOBKH SYeiKoBbie
Package type KOHTYPHBLIE (2) mauku KapTOHHBIE
MHH /
INN Honusuramuns! [mapenrepansuoe BBEJIeHHE |

Homep cepan / 521221

Bach number

Bt Gt 122021
s 31.12.2024
ol 26 057 yrax.

Crpana Hazuavenns /

o g Poccuitckas ®enepauns
Destination country e Aepall

Perucrpauuonnoe ynocrosepenme / | JICP-001 758/09 ot 10.03.2009 .,

Marketing authorization (nara BHecenns namenenuit B PY 14.02.201 8)
HopmarusHbrii JNOKyMeHT / JICP-001758/09-1 00309, Mam. Ne 1, 2, 3, 4, 5, 6,789
Normative document 10, 11, _12

IpousBoacreo rOThBoﬁ 3AO «éapm@npnié %(Cofexc‘»; Poccuﬁ'

JIeKAPCTBEHHOH hopmbl /
Finished dosage form manufacturing
Anpec / Address:
Poceus, 141345, Mockoscxas o61., Ceprueso-Ilocanckuii MyRHUHIABHEL paiioH,;
nocesnenue bepesnskosckoe, moc, Bemkoso, n. 10, 1. 11, 1. 12

ITepBrynan ynakoska / 3A0 «Dapm®upwma «Cotexey, Poccns
Primary packaging

Ik

Anpec / Address: R M a5 ¥ 8 R
Pocens, 141345, Mockosekas 061, Ceprueso-Iocanckuti MYHHUHTIANBHBIH paiioH,  CeNbeKoe
nocenienne bepesnskosckoe, moc. bennkoso, a. 10, . 11, 1. 12
Bropuunas ynaxoska / 3A0 «®apm®Pupma «Cotexcy, Poccus
Secondary packaging
Anpec / Address:
Poccns, 141345, Mockosekas 06:1., Ceprueso-ITocanckuii MYHHIHIATLHEIH  paiioH, celscKoe
nocesieHye bepe3nqkonckoe, noc. benmkoso, 1. 10, 1. a0 12
Beimy ckarommii kouTpous kavecTsa / | 3A0 «Dapm®upma «Cotexen, Poccus

uality Control




— 3axpeiroe AKUHOHepHOe 00mecTBo «Dapm®upma «Corexe»

3 ’ 1od ] _0 ~'.r'?.TC
COTER Jhuenzun na ocyurecmenenye npoussodcmea JIC NeOQ](5

; Anpec ! Address:
| Poccus, 141345, Mockonckas 00611., Ceprueso-ITocancknii MYHHUHNAIBHBIH paiioH, cenpckoe
| Toceachue bepesnsakoscekoe, moe. Benukoso, 1. 10, 1. 11,1 12

' Haspanne A®C/ 2 :

A2 Tuamuna ruapoxmopun

| Ipoussoanren, ADC / - -
| 3P ez T «1CM Hyrtpumnn [pomakte M'M6Xy, I epMaHus
Homep cepun ADC /

Lﬂ’[ Bach number YRR

Haspanue ADC /

L AP mmmie Iupunoxcuua runpoxopun
Ipouzsoaurens A®GC / Sy

APT marufescturer «CM Hyrpuumnn IMpogaxre I'm6X », epmanns
Homep cepun A®C/

API Bach number UQlea1 1376

Haszsanue AOC / Butamun Bia Kpucranmiaeckuit

API name (LlnanokoGanamun)

Hpomsogurens ADC /

APT manufacturer «Canodu Illumuy, Opanyus

Homep cepun A®C / 5

API Bach number 2008753063

HaSBaHHe A jIPII[OKaHHa I‘HﬂpOXJIOpHJl

API name

Ilpomssoaurens ADC / " u

APl monafactrer ; l'ytux Baitocaitencus JIta,, Maus
Homep cepun ADC / |

LAP[Bach i API/LIH/212134

Hacrosmum noxrsepxaaro, uro mammas cepust Obula pOHM3BedeHA U IPOKOHTPONNPOBaHa B
COOTBCTCTBHH ¢  JCHCTBYIOIMHUMH Ilpasunamu Hannexameii IIPOM3BOACTBEHHON  NIPAKTHKH
Poccwiickoit degepamuy u Tpebosanuamu Perncrpanuonnoro AOChE, a TAKKE B COOTBETCTBHH CO
CHEUHDHKANHIMH 38DErHCTPHPOBAHOrO IPOIIYKTA.

Hoxymentsl o MPOM3BOACTBY (IPHMEHUMBIM CTAmHAM) H KOHTPOMIO Ka4ecTBa IPOBEpEeHbl U
0X00peHEI.

JltoGbie oTiI0HeRUs paceenoBans: B COOTBETCTBHH C BHYTPEHHHMH NIPOLEYPAMH | 0106peHEI
YnonuomoueHbIMY TH1IOM.

[ 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 JIHIO

3A0 «@apm®Pupma «Corexcy direackas B.C.

KDY
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