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- 3axpeitToe akmuonepnoe o6imecTBo «®apm@®upma «CoTexe»
COTEKC OTT%W KOHTPOJS KauecTra
141345, Poccus, Mockogeras obaacme, Cepeueso-Iocadexuii MYHUYUNATLHBIN Pation,
cenvekoe nocenenue bepesuskoeckoe, noc. beauroso, 0. 11
Ten./haxc: /495/ 956-29-30; /495/ 737-35-71
ITACITIOPT Ne 794 o1 13.11.2020 .
MPOYKT KAJIMHPEKC®
JIEKAPCTBEHHASI ®OPMA U pacTBOp Ul BHYTPHBEHHOIO M BHYTPHMBIIIEUHOIO BBEAECHHSA
©®OPMA BEIITYCKA 100 mr/ma + 2,5 mr/man_B amnysiax 1 Ma N §
PUPMA IMTPOU3BOIMUTEJb 3A0 «DapmPupma «Coreken, Poccus
CEPHs 211020
OBBEM CEPHHA 33 518 ynax.
JATA U3IrOTOBJIEHMS 10.2020 r.
TI'OJXEH 10 30.10.2022 r.
CPOKT'OOHOCTH 2 roaa
YCJIOBUS XPAHEHUSA B salMuIeHHOM OT CBeTa MecTe NIpH TeMmepaType or 8 10 15°C.
PEI'’HICTPAITMOHHOE JITT-003821 ot 06.09.2016
YIOCTOBEPEHHE (nata BHECEHMA M3MeHeHHH B PV 16.07.2019)

AHAJIA3BI ITPOBEJIEHHI no HJI

JIT1-003821-060916, M3m. Ne 1, 2, 3, 4, 5.

Haumenonsanue nokazareseii

Tpe6osanua H]I

Pesynbrarsl ananusa

OIMUCAHUE [Ipospaunas GecLBeTHas MK crerka ITpospaunas Gecusernas
3C/ICHOBATAs KUAKOCTE CO CIIELMOUYCCKHM | KUIKOCTE CO
3a118X0M crienHgHIeCKHUM 3amaxom
IIOJVIMHHOCTb

- TOJINEPH30HA MHIPOXJIOPH/
(BIXKX)

- AnAoKauHa ruapoxopux (BIXKX)

BpeMms yaepskuBaHus 0CHOBHOTO MHKA Ha
XpOMATOrpaMMe HCITRITYEeMOrO pacTBopa
AOJIAHO COOTBETCTBOBATL BPEMEHH
YIEepXHUBAaHHA OCHOBHOTO TIMKA Ha
XpOMATOrpaMMe CTAHAapTHOTO PacTBopa
(cM. pasnen «KonuuectrenHoe
onpenenenue. Toanepusona
THAPOXJOPHIY)

IMopnuHHOCTE
MOATBEpIK/IeHA

Bpems ynepixuBanus nuka THA0KaHHaHa
Ha XpoMaTorpaMMe UCIbITYEMOro pacTBOpa
AOJDKHO COOTBETCTBOBATEL BPEMEHH
YAepIKHBaHUA MMHKa JTHJOKaHHA Ha
XpoMaTtorpaMMe CTaHJapTHOTO pacTsopa
(cm. pasnen «KonuuecTpennoe
ompefenenue. Jlgokanna rHAPOXIOPHI H
MeTHTaparuipokcubeH30aT)

TToIHHAGOTE
NOATBEPIKACHA

ITPO3PAYHOCTH ITpenapar JOJDKEH BbIAepkuBaTE | [Ipenmapat ReiepIKHBAET
CpaBHEHHE ¢ aTanioHoM [ CpaBHEHHE ¢ 3TaJIoHoM |
HBETHOCTH Tpenapar gomken 6uite GecupeTHeIM WM | BecuBeTHsIH
BBIICPXKMBATE CpaBHEHHE C JTasioHoM GYs
pH Or 3,0 0 4,5 3.9
MEXAHUYECKHE
BKJ/IIOYEHHWA:
- BHAHMbIe B cooTBeTCTBHH ¢ TpeGOBAHUAMY CooTBETCTBYET
- HEBHIHMble Yacruier >10 mxm — He 6onee 6000 7
>25 mxM — He bonee 600 0
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= eJHHHYHASA
HEHJCHTHRHUHPOBAHHAST OPHMeECh

M3BJEKAEMBIN OBBEM, ma | He menee 1,0 1,1
BAKTEPHAJILHBIE Metee 15
SHAOTOKCHHBI, E3/ma HimOm 3y s _
CTEPHJIBHOCTDb [Ipenapar fomKeH GiTh CTEPHITBHBIM CrepuibHelit
POOCTBEHHBLIE ITPUMECH

(BIXKX), %

- 4-MPP He Gonee 0,20 He o6uapyxero
- 4-MMPPO He 6onee 1,5 0,02

He Gosee 0,50

He obnapy:xeno

crekna tan I mo Eur. Ph. ¢ uBetHbiM
KONBLIOM pa3jioMa HIH C  LBETHOH
TOYKOH U Haceuwkoi no ISO 9187. Ha
aMITYJTBl JONOJIHUTENEHO HAHOCAT O/IHO,
ABa HIHM TPHM LBETHRIX KOJbLA H/HIH
JIBYXMEPHBIH LITPHX-KOZ, Wunum
OyKBEHHO-IM(POBYIO KOAMPOBKY MM
0e3 OTIONHUTENBHBIX LIBETHBIX KOJeL,
ABYXMEPHOTO IITPUX-KOAR, OyKBeHHO-
IUGPOBO KOAHPOBKM.

Ha «kaxgryio  ammyny  makieusaror
CaMOKIIEALYIOCH STHKETKY.

I[To 5 ammyn momewaior B KoHTYpHYIO

AYCHKOBYID  YIAKOBKY M3  MUIEHKH
NOMUBMHWIXTIOPUAHOR M [UIEHKH
NONMMEPHOM, 1iu 6e3 MIeHKH.

I wmam 2 KoHTypHBIE sueiikoBble

YNaKoBKH BMECTE C HMHCTpyKuMei 1o
MPUMEHCHHIO TIOMEIIAIOT B [AuYKy H3
KapToua,

- CymMMa npumecei He 6ouiee 2,5 0,02
ITHIEPUINHA
2,0 Menee 2,0
CUAPOXJIOPHL (TCX), % ble Gose 2, v
KOJMYECTBEHHOE
OIPEAEJEHHME (BIXKX), mr/ma
- TOJINEPH30HA MHAPOXIOPH/ Or 95,0 1o 105,0 100,3
- MTUAOKAMHA FHAPOXJIOPH/ Ot 2,25 no 2,75 2,48
- MeTHANaparuapokcnGensoar 0t 0,54 110 0,66 0,61
YITAKOBKA [To 1 mn B amnynel cserosauutHoro | Ilo I mn B aMIIyJibl

CBETO3aLMTHOTO cTexna Tum [ ¢
CHHEH TOYKOH M Haceykol mo
ISO 9187 u ponmonmwrensHBIM
CHHMM  HAEHTH(OHKALHOHHBIM
KOJIbLOM.

Ha xaxyro amnyny sakieeHa
CamMOKIIeAnanca STHKEeTKa.

Mo 5 ammyn nomemensl B

KOHTYPHYIO s4eKOBYIO
YIIaKOBKY U3 MIEHKH
TONTUBHHHITXJIOPUHOH H

TUIEHKH TTOJIMMEPHOIA.

| KOHTYpHas sueiikoBas
YIMAKOBKA NMOMEILEHA B MAYKy H3
KapToHa.

MAPKHPOBKA

G

Sl

Ha sTuKeTKe aMITyJIBl yKa3biBatoT
TOBapHBEIl"I 3HaK [IPOH3BOAHTE]IA,
TOProBOE HAMMEHOBaHUE IIperapara ¢
NpeaynpeauTeIbHON MapKupoBKoii ®;
IpYTIIMPOBOYHOE HAHMEHOBAHHE,
JieKapeTBeHHY 0 Gopmy: «PacTsop w1
B/B ¥ B/M BBEZICHUAY, KOHLUEHTPALHIO B
Mr/mi; oGbem npenapara B
MUJUTWIHTPaX; HOMEP CePHH; CPOK
FOIHOCTH U (papMaKo],

<\[\Ha nnenxe KOHTYpHOH siueiikoBOM

°| ¥NaKOBKH yKa3bIBAIOT TOBAPHBIIT 3HAK
-l InpousBoanTeNs.
/ “Ha xkoutypHOit sueiikoBoii YIaKOBKe

0e3 IIeHKH MapKHPOBKA OTCYTCTBYET.
Ha nauxe ykaseiBator Toprosoe
HaHMEHOBAaHHeE IIpenapara ¢
NpexynpenrTensHOl MapKHpoBkoil ®;
TPYNIUPOBOYHOE HAUMEHOBAHME;

JIEKaPCTBEHHYIO hopmy;

Ha stukeTke ammysisl ykasano:
TOBAPHBIH 3HAK MPOUIBOIHUTENS,
TOProBO€ HAUMEHOBAHHE
npenapara c
npeRynpeauTensHo
MapKHpOBKO#H ®;
TPYIITHPOBOYHOE
HAHMCHOBAHHE; JIEKapCTBCHHAS
dopma: «Pactsop a4 B/B U B/M
BBEJICHUA»; KOHLEHTPALUs B
Mr/mn; 06seM npenapara B
MHJUTHIMTPAX; HOMED CEpHH;
CPOK roHOCTH M (hapMaKxo.

Ha nnenke xoutypHoii
AYCHKOBOH YIIaKOBKH yKa3aH
TOBAPHBIH 3HAK MPOU3BOJUTENA.
Ha naske ykasauno: Topropoe
HAHMEHOBAHHE TIpenapara ¢
npeaynpeauTensHoi
MapKHpOBKoll ®;
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KOHLIEHTPALHIO B MI/MJ1; 00beM rpyNIHpOBOYHOC
MAPKHPOBKA npenapara B MAJLTHINTpAX; HAWMEHOBAHHE; JIeKAPCTBEHHAS
KOJIMYECTBO aMITyJl B YTIAKOBKE; Gopma; KOHUEHTpaLKs B MI/MIT;
«CTEPUIIBHOY; COCTAB Ha OJHY amItynty; | o0bem npenapara B
«IpHMEHSTb TI0 HA3HAYEHHIO Bpayay, | MIJUTWIHTPAX; KOJIMYECTBO
YCIIOBHA OTITYCKa, YC/IOBHSA XPAHEHHS; | aMITy] B YNaKOBKE;
«XpaHUTh B HEJOCTYTIHOM 1A JeTelt «CTEPHIIBHO»; COCTAB HA OOHY
MECTe»; HOMEp PerHCTPaLMOHHOTO ammyny; «IIpuMensTh IO
YAOCTOBCPCHUA; HAUMEHOBaHHUE HA3HAYEHUIO Bpayay; ycloBus
TNIPOH3BOJMTEIS, Er0 TOBAPHBIH 3HAK, OTITYCKa; YC/IOBHA XpaHeHNs,
anpec, TeneoH u daxc; Homep cepur; | «XpaHHTh B HEJOCTYIIHOM [UTA
CPOK rOJHOCTH; IITPUX-KOX; (hapMaKolI; | AeTeit MecTe»; HOMep
KO MaKeTa. PETHCTPALHOHHOTO
JononuuTeNEHO Ha NayKe DOMYCKAETCS | YAOCTOBEPEHMS, HANMEHOBAHME
YKa3blB4Thb TOProBO€ HAHMEHOBaHHE TIPOM3BOJNTEIS, er0 TOBAPHBI
Tpenapara u JIEKapCTBeHHYIO popMy: 3HaK, azpec, TenedoH u dakc;
«pacTBOp 114 B/B M B/M BBEIEHHM» HOMEp CepuH; CPOK MOJHOCTH;
wpHdToM Bpalins; KoHTpoNEHbIH WTpux-Ko; hapmaxkon; kox
HAeHTHOHKaIMOHHbIH 3Hak (KU3), a MaKeTa.
TAKKE HHPOPMALIMIO, KOTOPYIO JONONHHTENLHO Ha nayke
comepxut K13, YKa3aHO TOpProBoe
HAHMEHOBAHME TIpenapara u
JIeKapcTBeHHas opma:
«pacTBOp I71A B/B H B/M
BBeAeHHAY WpHdTOM Bpaiins,
KOHTPOJTBHBIH
HAEHTHHKALMOHHELH 3HAK
(KH3), a Taioxe undopmanmio,
KoTOpyH conepxut KH3,
3akmouenne: mpemapar «KAJMHPEKC® PacTBOp QA  BHYTPHBEHHOI0 H

BHyTpHMBbIIIETHOro BBenenus 100 mr/ma + 2,5 mr/mu» B amnynax 1 ma N 5 cepusi 211020,
npounsse/iennblit 3A0 «Dapmdupma «Coteken, Poceus, cooTseTeTByeT Tpebosannam HJI JII1-003821-
060916, M3m. Ne 1, 2, 3, 4, 5 u npurones a1 HCMOJB30BAHMS mo 31.10.2022 r.

Havaasnuk OKK

3A0 «@apmPupma «Corexcr LS ’é/) JL.H. Kyﬂuqﬁiﬁna M.IL
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COTENKC

3akpeiToe akunonepHoe o6mecto «®apmdupma «CoTtexcen

Jluyensua na ocywecmenenue npouseoocmea JIC Ne00105-JIC

Paspemenne Ha Beinyck JIII Ne 794

(B cootsercTenH ¢ [Ipunoxkennem 16 cGMP)
Permission to release products (in accordance with Appendix 16 cGMP)

Ha3zpauue npoxyxra /
Name of the product

JlexapcrBennas dopma /
Pharmaceutical form

Hosnposka /

KAJIMHUPEKC®

pacTBOp U BHYTPUBEHHOI'O H BHYTPHMBILIEYHOTO
BBEICHHA

100 mr/mn + 2,5 mr/vo, 1 Mo

Dose
Tun ynakosku / aMITYJIBl CBETO3ALMTHOIO CTeKNa (5), YIAaKOBKH SYeHKOBbIE
Package type KOHTYpHEIe (1) mavyku KapTOHHEIE
MHH /
T u3oH-+[JIugokanu
INN oJep [JTun ]

Homep cepun /

Bach numbgr 2 I }.020

JlaTa npoussoacrea / 5
Date of manufacture 10.2020

T'onen go /

Expiry date 31.10.2022

gzzﬁi: e 33 518 ymax.

Crpana nasnavenns /
Destination country

Poccniickas ®eneparus

Perucrpanunonnoe ynocrosepenne /
Marketing authorization
HopmaTuBHbIi goxymenT /
Normative document

o

JITT-003821 ot 06.09.2016
(nata BHecenus u3MeHeHni B PY 16.07.2019)

JI1-003821-060916, U3m. Ne 1,2, 3, 4, 5.

ITpouseoacTBo roToBoii
JIEKapcTBeHHOM Gopmbl /
Finished dosage form manufacturing

3A0 «Papm@upma «CoTexey, Poccnus

Anpec / Address:

Pocens, 141345, Mockosckas o671, Ceprueso-Ilocanckuii MyHHIMTATEHELH PaioH, CellbCKoe
nocesieHHe bepesHAKkoBeKoe, noc. Benukoso, 1. 10, 0. 11, 1. 12

Ilepeuynas ynakoska /
Primary packaging

3A0 «Dapm®upma «Cotekcey, Poccus

Anpec / Address:
Poccrs, 141345, Mockosckas o6,

Ceprueso-Tlocanckuit MyHULMIATBHEL paHoH, CenbcKoe

nocenenue bepesusaxosckoe, moc. Bemuxoso, . 10, n. 11, 1. 12

Bropuynas ynakopka /
Secondary packaging

3AO «Dapm®Pupma «Cotexey, Poccus

Anpec / Address:
Poccus, 141345, Mockopckas o6,

Cepruepo-ITocanckuil MyHULHTATBHBLA paioH, cebcKoe

nocenenue bepesnakosckoe, moc. benukoso, 1. 10, o 11, . 12
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3akpsiToe akunoneproe o6mecto «®apmPupma «Corexer

i . 0 Ne00105-J1C

COTEKC Jluyenzua na ocywecmenenue npouseodcmea JIC Ne001

Brimyckaromuii koaTpoas kavectsa | 3A0 «Dapm®@upma «Cotekey, Poccus

! Quality Control

Anpec / Address:

Poccus, 141345, Mockosckas 06:1., Ceprueso-Ilocaackuit MYHUIMITAIIBHBIA paiOH, CENIBCKOEe

nocenenne bepesnakosckoe, roc. Benmxoro, 1. 10, x. 11, 1. 12

Hassanue ADC / Tonnepuzona ruapoxIopH

API name P P p

Mpoussoaurens A®C /

AP manufacturer Canoxemnus ®apmanesruxa AT, AscTpus

Homep cepun ADC / SR0028

API Bach number SR0029

B ADC JluoxauHa ruApOXIOpH

API name A i i

IIpouzsoaurenn ADC /

API manufacturer Hunmvan Kap6oren Amumc JTumuten, Wamus

Homep cepun ADC /
| API Bach number 119LABO0T2

Hacrosimmm noareepxaio, uto nammas cepusi OblIa TPOM3BENeHA W IPOKOHTPOIHPOBAHA B
COOTBETCTBHH ¢ fedcTByromuMu  [lpaBunavu  Hajnexamei IIPOM3BOJICTBEHHON  IIPAKTHKH
Poccuiickoit ®enepauun u TpeGoBanmaMu PerucTpanmoHHOrO n0cke, a TaKKke B COOTBETCTBHH CO
CTIENMQUKAASIMY 3aDETHCTPAPOBAHHOTO IIPOAYKTA.

JIOKyMEHTBI 1O TPOU3BOACTBY (IIPHMEHHMEIM CTaauAM) M KOHTPOIIO Ka4ecTBa IPOBEPEHBI
0I00peHEI.

JIroOble OTKIIOHEHHS pacclelOBAHEI B COOTBETCTBHE C BHYTPEHHUMH PONEAYPAMH H 010OGpPEHE
Y IOTHOMOYEHHEIMH JIHIIOM.

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.

Ynoanomogennoe o %
Buwnesckas B.C.
3A0 «®apm®Pupma «Cotekc» ' BB
FDIO/

o« /:5 » ’/5’/ 2(}5(7/01“.




