et 3aKpbiToe aKUMOHEPHOE 00LIECTBO «DapmDPupma «Corerer
Otaen xourpons kaueersa
COTEkC .. S B
141345, Poccus, Mockoscras obracmo, Cepzueso-Iocadckui Mynuyunaro il paion,

Ceabcroe nocerenue bepesusxosckoe, noc. beauxoeo 0. 11
Tea/garc: /495/ 956-29-30; /495/ 737-35-7]

MACIIOPT Ne 736 ot 06.09.2021 r-.

NPOAYKT KomnauramB®

JEKAPCTBEHHAS ®OPMA u PacTsop anst BHyTpUMbILIEUHOO BBEEHHS y.

POPMA BBIIYCKA ammynsl 2 mn N 10

DPHUPMA ITPOU3BOAUTEIb 3AO «DPapm®Pupma «Cotexcy, Pocens 5. o~ A

CEPHSI 360821 flel VT T

OBFBEM CEPUH 26 037 ynak. a - &

ATA U3IrOTOBJIEHU S 08.2021 r. N2 ey uen s v

T'OJEH 10 31.08.2024 r. NI,

CPOKTOIHOCTH 3 rona

YCJIOBUSI XPAHEHUSA B sammuiuenHom ot ceeta mecte npu Temrnepatype ot 2 no 8°C. He

AOIYCKACTCA XPAHEHHE M TPAHCIIOPTHPOBAHUE DU TEMITEPATY e
HuKe 2°C

PETHCTPAIIMOHHOE JICP-001758/09 ot 10.03.2009 .,

YAOCTOBEPEHUE (nata BHECEHHS M3MEHeHHMii B PV 14.02.2018)

AHAJIM3BI IPOBEJEHBI 1O HJI JICP-001758/09-100309, Usm. Ne 1, 2, 3, 4, 5, 6. 7,8,9,10, 11

Haunmenosanne Tpetosanus HJI PesyabTaTel anannsa
nokasareJeii

ONMNCAHUE [Tpo3paunblii pacTBOp po30BaTO-KPACHOrO ITpospaunsiii pacteop pozosato-
UBETA ¢ XaPAKTEPHBIM CrIeLM]HIeCKHM KPAcHOr'0 LIBETA C XapaKTepHBIM
3amaxom crneunduyeckum 3anaxom

NOJJIUHHOCTE

(BI¥KX) Bpemena  ynepxupanns  ocmopmex | Iomtunsocts NOATBEePKAEHA

Tuamuna rugpoxiopun, ITHKOB Ha XpOMATOrpamMme

L MCIBITYEMOTO  DPacTBOPa  JOJIKHEI

rhapoxtopua, COOTBETCTBOBATS BpeMeHaM

UHAHOKOOATIAMHH,
YACDXKHMBAHUS OCHOBHBIX TIIHKOB Ha

JHAOKAHHA FH,EIPOXJIODH}],

GensntoBRIii cnupt XpoMaTtorpamMme CTAHJAPTHOIO
pacTBopa (cM. paznen «Konuuectsennoe
OmpeJeneHues)
ITPO3PAYHOCTD [Tpenapar noskeH GbIT Npo3payHbM Ipo3paursiii
H Ot 4,0 1o 5,0 " 14,5
MEXAHUYECKHE
BK/IIOYEHHS:
-BHAHMBI€ Hlojbken cooTBeTCTBOBATH TpeGoBaHMAM CoorBetcTByIoT
~HEBHANMBbIE Hactuuer > 10 Mxm — He Gonee 6000 47
> 25 MM — He Gosee 600 1
HU3BJIEKAEMBIN He meree 2,0 22
OBBEM, mn
BAKTEPHAJIBHBIE He Gonee 175 Menee 15
SHAOTOKCHHEI, E3/ma
CTEPHWJIBHOCTD [Tpenapat noskeH GbIT CTepHIBHBIM CrepuibHerii
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KOJMYECTBEHHOE

ONPELENEHME, mr/ma:

(B2XKX)

- THAMHHA I'HAPOXITOPH]L Ot 45,0 1o 62,5 32,3

- MEPHAOKCHHA Ot 47,5 no 52,5 49.8

THAPOXJIOPH

- HHAHOKODAIAMHH Ot 0,450 n0 0,625 0,570

- JHIOKaHHA 0t 9,5 10 10,5 9,9

THADPOXJIOPHA

- GeH3HI0BBII COHPT Ot 19,0 10 21,0 20,4

YIIAKOBKA [0 2 M1 B aMITYJIEI CBETO3AIMMTHOrO cTeka | [1o 2 M B aMmyJbl
Thn I no Eur. Ph, ¢ uBeTHbIM KoabLOM CBETO3ALUMTHOIO CTeKa THII | 1o
pasiioMa Witk ¢ UBETHOH TO4KOMH M HaceukoH | Eur. Ph. ¢ kpacHoit Toukoii u
no [SO 9187. Ha ammynsl jononuurensHo Hace4ko# o ISO 9187 u c
HAHOCAT OJHO, ABA MM TPH LIBETHBIX KOJBL@A | NOMOMHHTENLHBIM
W/WIH BYXMEpPHBIH IWTPHX-KO/, WHITH HAeHTHQHUKALMOHHBIM KOJIBLOM
OyKkeeHHO-IM(POBYIO KOOUPOBKY HiIH Ge3 KpacHOro LiBeTa.
ZOMOITHHUTENIBHBIX LIBETHEIX KOJIELL, Ha kaxanyio ammyny nakneena
ABYXMEPHOIO LITPHX-KOAa, OYKBEHHO- CaMOKTEAINANCS 3THKETKA.
HQPOBOH KOJAHPOBKH. 5 amMmyn nomeuieHs! B
Ha kaxayto amiiyay HakieHBatoT KOHTYPHYHO S4eHKOBYIO
CAMOKIEALLYIOCA STHKETKY. YINAKOBKY M3 IUVIGHKH
[To 5 amnyn nomenaior B KOHTYpHY10 [TONTMBHHWINJIOPHAHOM H NEHKH
AYEHKOBYIO YMAKOBKY M3 IJIEHKH NOJTHMEPHOM.
NONMHBHHHIIXJIOPHAHOH M IJIEHKH 2 KOHTYpHBIE S4EAKOBbIE
NouMepHOH Wiy 6e3 NyeHKH. YNaKOBKH BMECTE C UHCTPYKLIUEH
1 WK 2 KOHTYpHBIE A4EHKOBbIE YIIAKORKH N0 NPUMEHEHHIO TIOMELIEHE] B
BMECTE C MHCTPYKLIMEH 110 TPHMEHEHHIO nayKy U3 KapToHa.
NOMELIAIOT B NAa4Ky H3 KapTOHa.

MAPKHPOBKA Ha atuierke ammynsl ykassisaiot Toprosoe | Ha sTHkeTke AMITYJIEl YKA32HO:

HaHMEHOBAHHE npemnapara c
NPEAYNPeAHTENBHON  MapkHpoBkod — ®;
NeKapcTBeHHYI0 Qopmy; ofbeM nipenapara B
MHJUIHIHTpPAX; TOBapHBIH 3HAK
NpOM3BOJMTENISl;  HOMEp  CepHH;  CpoK
FOAHOCTH M hapMaKon.

Ha nnenke koHTypHO# svelikoBoil ymakosku
YKa3bIBAXOT TOBAPHbIN 3HAK NPOU3BOAUTENS,
Ha xoHTypHOH sueiikoBoii ynakoBke 6e3
MUIEHKH MapKHPOBKA OTCYTCTBYET.

Ha navxe YKA3BIRAKOT TOproBoe
HaWMEHOBaHHE npenapara c
NpeAyNpeanTenbHOH  MapKHpoBkoH — ®;
NIEKapCTBeHHYIO0 hopMy; oObeM Mpenapara B
MWMIHIHTPAX; COCTAB HA OfHY amilyy;
KOJIHYECTBO AaMIlyl B YNAKOBKE, YCJIOBHUA
XPaHEHUS; YCJIOBHA OTITYCKA; HAaHMEHOBAHHE
NPOU3BOJAMTENIA, €r0 TOBAPHBIH 3HAK, ajpec,
TenedoH, taxc; «IIpumensTs no
HAa3HAYEHUIO Bpayan, «XpaHUTh B
HEOCTYITHOM ans nerem MecTey,
«CTEPHIBHO», HOMEP  PerHcTpalHOHHOrO
YAOCTOBEpPEHHS;  HOMEpP  CEPHH;  CpoK
TOOHOCTH; LUTPHUX-KO/I,
Hononnurensno Ha npauke  gomyckaercs
YKa3bIBaTh TOProsoe HaMMEHORAHUE
npenapara, JICK4PCTBEHHY O hopmy
«pacTBOp 4 B/M_ BBeACHMA» wpH(TOM

TOProBOe HaUMEHOBAHHE
Tpenapara ¢ npeLynpeadTensHoi
MapKHpoBKo# ®; ekapcTBeHHas
dbopma; oGvem npenapara B
MHJUTHIIMTPAX; TOBAPHBIH 3HAK
MPOH3BOIMTEA; HOMEP CEPHH;
CPOK rOAHOCTH M (papMaKoj,

Ha nienke KoHTYpHO#
A4EHKOBOH YNaKOBKH yKa3aH
TOBAPHbIH 3HAK [TPOU3BOANTENS,
Ha nauxe ykazaHo Toprosoe
HAMMEHOBAHHE TIpenapara ¢
[peaynpeanTe/bHOH
MapKHpoBkoi ®; mekapcTBeHHasn
(opma; o6bem npenapara B
MHJUTHIIUTPAX; COCTAB HA OAHY
amITy/y; KOJIMYECTBO aMITyJl B
YIaKOBKE, YC/IOBHA XpaHEHHS;
YCNOBHA OTIYCKa; HAMMEHOBAHHE
NMPOU3BOJNTENS, €ro TOBAPHEIH
3HaK, azapec, tenedoH, daxc;
«ITpuMeHATE MO Ha3HAYEHMEO
Bpayay, «XpaHuTe B .
HEJOCTYITHOM /18 JeTel MecTey,
«CTEPHIIBHOR; HOMEP
PETHCTPALIHOHHOTO
YAOCTOBEPEHHS; HOMEP CepHM;
CPOK FOAHOCTH; INTPHX-KOJI.
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[ MAPKIIPOBKA Bpaiins; 2D kox ¢ pacumdporkoi unn Ges,

Ha nauke ykasano toprosoe
HauMeHOBaHHE Npenapara,
flekapcTBeHHas Gopma «pacteop
AU1S B/M BBEICHHSI) LIPHGBTOM
bpaiins, 2D kop ¢
pacumdposkoi

3akmovenne: npenapar «KommanramB® PACTBOD 111 BHYTPHMBIIIEYHOI'0 BBEICHH» B
amnynax 2 ma N 10 cepun 360821, uponsseernsii 3A0 «@apm®Dupma «Cotekey, Pocens,
COOTBETCTBYeT TpeGosanuam HJJ JICP-001758/09-100309, M3p. Ne 1,2,3,4,5,6,7,8,9,10,11 u

[IPHTOACH 1S HCIIONMB30BaHUA 10 31.08.2024 r.

Havaabuuk OKK
7 3A0 «@apm®@upma «Corexe» o
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COTEKC

3akpeiToe aknuonepHoe odmecTro «@apm®Pupma «Cotexen

Juyensus na ocywecmenenue npoussoocmea JIC Ne00105-JIC

Pazpemenune na oinyck JIII Ne 736

(B cooreercTRMH ¢ [TpHnoskenuem 16 cGMP)
Permission to release products (in accordance with Appendix 16 cGMP)

Hassanue npoaykra /
Name of the product

KommauramB®

JlexaperBennas gopma /

. aCTBOP JUIsl BHYTPHMEIIIEYHOTO BBECHHUS
Pharmaceutical form P BA yIP i
O03HpOBKa /
HosHp 2Mn
Dose
Tun ynakosku / aMITyJIbl CBETO3AIMTHOTO CTeKNa (5), YITaKOBKH AYeHKOBbIE
Package type KOHTYpHBIE (2) Ma4KK KapTOHHEIE
MHH /
INN [TommrBATaMHHE [TapeHTEPaAIbHOE BBEACHHUE]

Homep cepun /

Bach number 360821

Jlara npoussoncrsa /

Date of manufacture 08.2021 |
Expiry aot 31.08.2024
Pazmep cepuu /

Bach s?ze a 26 037 ynax.

Crpana Ha3HaueHus /
Destination country

Poccuiickas @eneparius

Perucrpannonnoe yqocropepenue /
Marketing authorization
HopMaTHBHBIH JOKYMeHT /
Normative document

JICP-001758/09 ot 10.03.2009 r.

(mata BHeceHus uaMenenuit B PV 14.02.2018)
JICP-001758/09-100309, Uam. Ne 1,2, 3,4,5,6,7, 8,9,
10, 11 '

IIpou3BoaCTBO rOTOBOI
JIeKapcTBeHHO# dopmbl /
Finished dosage form manufacturing

3A0 «PapmPupma «Coteken, Poccus

Anpec / Address:

Poccusi, 141345, MockoBekas o611, Ceprueno-Ilocanckuit MyRHIMIATBHBIN palioH, CENbCKOE
noceseHne bepesnskosckoe, moc. bemakoso, a. 10, x. 11, o, 12

IlepBuunas ymakoBka /
Primary packaging

3A0 «Papm®Pupma «Cotekcy, Poceus

Anpec / Address:
Poccus, 141345, Mockosckas o6,

Ceprueso-ITocaickuii MyHHIMIAIBHBIH paiOH, CENBCKOE

nocenenue bepesnskorckoe, moc. benukoro, a. 10, a. 11, 1. 12

Bropu4nas ynakoska /
Secondary packaging

3A0 «Dapmdupma «Cotexcy, Pocons

Anpec / Address:
Poccus, 141345, Mockogckas 001,

Cepruepo-Ilocanckuii MyHHUMNATBHEIH padoH, CENLCKOE

noceneHue bepesnskosckoe, noc. benukoro, a. 10, o. 11, 1. 12

Beimyckawmuii KOHTpoIL KavecTBa /

Quality Control

3A0 «Papm@upma «Cotexen, Poccus
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3akpeIToe aknnoHepHoe o6mecTBo «@apM®@upma «Corexen

CG:T—VE;Z Juyensus na ocyuecmenenue npoussodcmea JIC Ne00105-JIC
Anpec / Address:
Poccusi, 141345, Mockosekas o6, Ceprueso-ITocanckuit MyHHIHIATEHBIH paiioH, CeJbCKoe
nocenenue bepesnskorckoe, noc. benmkoro, 1. 10, 1. 11, 1. 12
E;}sza;::ze g ol Tuamuna rugpoxnopun
e el M Hyrpuiz TTposaxcre T6X», epaiua
Homep cepun ADC /
API Bach number UQ00602898
E;;izr’::;e A IInpraoxcuHa rugpoxIopus
Eﬁf ::IZ]:;}JIF:;;J:ZA@C/ «/ICM Hyrpumsn Tpogaxte [v6X», lepyanis
Homep cepun A®C /
API Bach number UQ00213378
Hazpanue A®C/ Buramun Biz kpucTaninueckuit
API name (Llnanokobanamu)
e el «Caroipn [llman, Dpasmus
Homep cepun A®C /
API Bach number 2008712942
‘I;;;?f;;e A JIugoxauna ruApoxIopys
LI}[: ; :Zii?:;;ﬁ;A(DC/ HMuuvas KapGoren Amumc Jlamuten, Wit
Homep cepun ADC /
API Bach number 119LAB0027

HacTostmum mopteepxknaro, 4to nammas cepus Gbima [IpOU3BEJeHA U NPOKOHTPOJUPOBAHA B

COOTBETCTBHH C ILGﬁCTBYIOHIHMI/I

[IpaBunamun  Hagnexauteit NIPOH3BOACTBEHHOH IIPaKTHKH

Poccuiickoit ®enepaunn u tpeGoBarmsMU Peructpanuonnoro zocke, a Takke B COOTBETCTBHU CO
CTIeIH(PHKALHAME 3aPErHCTPHPOBAHHOTO TIPOIYKTA.
JIOKYMEHTEI 110 IPOH3BOACTBY (IIPHMEHMMBIM CTanusAM) M KOHTPOJIO Ka4ecTBa NPOBEPEHE! U

ONOOpEHEL.

JI06bIe OTKIOHEHMA PACCIeIOBAHE] B COOTBETCTBHU C BHYTPEHHUMH NPOLENYPaMH U 0ZOOpEHE]

YIOTHOMOYEHHBIMH 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 verified and approved.

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

Authorized Person.

YnoanomModeHHoe THIO

3A0 «Papm®Pupma «Corexer»

Buwnesckas B.C.

/IO |
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