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Orizient KOUTPOIIS KavecTna

3akpeiToe akuuonepuoe odmecrso «@apm@Pupma «Cotexc»

COTEKC _ -k
1413435, Poccust, Mockoeckan obracme, Cepeuego-Ilocadckutt MyHUYUNATbHbIT PALiOH,
cenbckoe nocenenue bepesnakoeckoe, noc. beauxoeo, 0. 11
Ten./paxc: /495/ 956-29-30; /495/ 737-35-71
HACIIOPT Ne 772 ot 16.09.2021 r.
NPOAYKT Jdurdepp 100®
JEKAPCTBEHHASI ®OPMA H Pactsop mis BHyTpuBeHHOTO BEefienHs 20 mMr/mn
©OPMA BBIITYCKA BaMnynax SMa N 5
OHUPMA ITPOU3BOJUTEID Campynx ®apmacerorurns [IBT, JIta., Uanus
YITAKOBAHO 3A0 «®apm®Pupma «Cotekey, Poccus
HCXOJHAA CEPHISI (bulk) ELF8ARI1011
CEPHsI ELF8ARI1011
OBBEM CEPUH 10 631 ynak.
JATA M3IOTOBJEHHUS 03.2021r.
T'OJEH 00 29.02.2024 r.
CPOKI'OJHOCTH 3 ropa
YCJOBHA XPAHEHUST [1pu Temnepatype He Boie 25°C, He 3amopaKHBaTh.
PETHCTPAIIHOHHOE JICP-008006/10 ot 12.08.2010 r.
YHAOCTOBEPEHHUE (nata nepeodopmnenus PY 23.05.2014)

AHAJI3bI IPOBEJIEHEI no HJJ

JICP-008006/10-120810, M3am. Ne 1,2,3,4,5,6,7,8, 9

Haumenoeanne nokasarenei

TpeGopanna HJI

Pezy.nb'ra'rm aHa/ii3a

OIIMCAHHUE KonmonaHelil pacTBop OT KpacHo- Konnonaueli pactop
KOPHYHEBOTO 10 KOPHYHEBOro LIBeTa KOPHYHEBOI'O LIBETA
NOJJIMHHOCTD:
KEJIE3O [HT] HMognunzocts
KauecTBenHas peakupus b JoJoKeH BbICPIKMBATh HCIIBITAHHE NOATBepIKAEHA
Bpems ynep:KuBaHHS OCHOBHOTO TTHKA Ha
XpOMATOrpaMMe HCTILITYEMOro pacTBopa
CAXAPO3A IONKHO COOTBETCTBOBATh BPEMEHH IMopnurHOCTE
BOXX YAEPAKMBAHKUA OCHOBHOTO [THKA Ha NOATBEpIKACHA
XpoMaTorpamMMe CTaHAaPTHOTO PacTBopa
Caxaposbl
My: 34000-60000 [1a; 44 740
MOJIEKYJIAPHBIE MACCBI | M,: > 24000 [a; 37951
D (noaupucnepchocets) < 1,7 1.2
pH Or10,51011,1 10,8
MEJOYHOCTD Ha tutpoBanue 1 mn npenapara Jo/KHO 0,7
ObITh 3aTpayeHo He MeHee 0,5 MIT U He
Gonee 0,8 mn1 0,IM pacrsopa
XJIOPHCTOBOIOPOHOH KHCJIOTBL
MEXAHHYECKHE
BKUIIOYEHHSA:
-HEBH/HMBIE HeBOOPYKEHHbIM YHactiuer 210 MM — He 6onee 6000 Ha 773
rJazom aMITyITy
=25 MM — He Gonee 600 Ha ammyny | 27 ,
ITOTHOCTH IPH 20°C, r/em * | Ot 1,135 110 1,165 LISS | 20 SRUECTS,
XJIOPH/BIL, % Or 0,012 o 0,025 0,021 ~ o B
OCMOJISIPHOCTD, mOcm/xn 1150 - 1350 1300 </
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N303JEKTPUYLECKAS | MzoanekTpuueckas TOYKA pacTEOpa 5.2
TOYKA npernapara A0/Ha ObITh B HHTEpBae
snavenni pH o1 4,4 10 5,3
HOMUHAJBHBINA He menee 5,0 5,0
OBBEM, ma
BAKTEPHAJILHBIE
SHAOTOKCHHEIL ED/mr | He 6onee 1,75 Menee 0,75
iKeqe3a
CTEPHJILHOCTL JoskeH GbITh CTEPHIIBHBIM CrepunbHbIi
KOJIMYECTBEHHOE
OIIPEJEJIEHME, %,
Mr/mn 01 90,0 no 110,0 konuuectea skenesa oT 99.0 %
Keneso [III] 3aABJIEHHOI0 KOJIMYECTBA B TEUEHHE CPOKA
- Turpopaunue roguocty (18,0-22,0). (19,8 mr/mn)
C-J%ng{g%a, M/ Ot 260 no 340 caxapo3st B 1 Mi1 npenapara | 302
¢ pedpakTOMETPHYECKHM
JETEKTOPOM
YITIAKOBKA ITo 5 Ma B ammynel GecLBETHOTO ITo 5 mn B ammynsl GecugeTHoro
HEHTPaIbHOrO CTEKAA THIT | ¢ LIBETHBIM HEeHTpallbHOTO cTekIa THI [ ¢
KOJIBLIOM Pa3jioma HJIM ¢ LIBETHOH TOYKOH M | KO/ILLIOM pasjioMa KpacHOro LBeTa.
HaceuykoH. Ha aMmyns! mononuurensHo Ha kaskayio amnysy Hakneena
HaHOCAT OIHO, [Ba MJIH TPH LIBETHBIX KONBLA| STHKETKA.
Hiti Ge3 JI0TIONHMTENBHBIX IBETHBIX KONEW. |1 KOHTYpHas suelikoBas yrakoBKa ¢
Ha kacayio ammysty HaK/IeMBaKOT STHKETKY. | KPBILIKOH HEpa3beMHOM no 5
1 KOHTYpHYO 4eHKOBYIO YIIAKOBKY ¢ aMILy/l BMECTE ¢ HHCTPYKIHEH 110
KpLIIKO# HepasbeMHOH HiIH §e3 KPBIIKH N0| NPHMEHEHHIO NOMelIeHa B [IAYKY
5 amMmyn BMecTe ¢ MHCTPYKIHEH 1o M3 KapTOHa.
NPUMEHEHHIO TTOMELIAIOT B [IaYKy H3
KapToHa.
[0 3 amMmyne! MOMEINAIOT B KOHTYPHYHO
AUEHKOBYIO YIIAKOBKY M3 MTAEHKH
NOIMBHHUIXTIOPUAHON WK
NOAUITHIEHTEPe()TANATHOMN, HIH M3 JIEHTHI
MOJHCTHPOIEHOH.
1, 2 unu 8 KOHTYPHBIX AYEHKOBBIX YNAKOBOK
10 3 aMIyJIbl BMECTE ¢ HHCTPYKLMEH no
MPUMEHEHHIO TIOMEIIAIOT B MAaYKy U3
KapTOHa.
MAPKHPOBKA Ha orukerke amnyiibl/nakoHa ykassisaror

HaUMEHOBaHHE TPOM3BOAMTECIA; TOProBOe
HAUMEHOBaHHE npenapara ¢
OPeAyNpeUTeNbHOM  MapKHpOBKOH — ®;
NIeKapCTBEHHYIO (OPMY; KOHUEHTpALIHIO B
MI/Mi; 00BbeM npenapata B MWUIHIMTpAX,
HOMeEp cepuu; CPOK rOHOCTH;
TNPOM3BOACTEEHHDIH KO/ U hapMako.

Ha orukerke mnpoussogutens Campynx
®apmacerotuknz TIBT. Jita, Hugus u
Omkiop Qapmacsiotukans Jlta., MHuaus
JOTIOMHUTENLHO YKa3bIBaIOT HOMep
TIPOH3BOICTBEHHOMN JIMLICH3HH,

Ha nauke yka3plBalOT HauMMEHOBaHHE U
CTPaHy NPOM3BOJMTENH; HAHMMEHOBAHHE,
TOBApHBIH 3HAK, afpec, TedehoH H dakc

Ha sruxerke ammysisl ykaszaHo:
HAUMEHOBaHHUE IPOM3BOIHTENS,
TOProBOe HAMMEHOBAHHE
npenapara ¢ npeaynpeauTeIbHOH
MapkupoBkoil ®; nexapcTBeHHas
$opma; KOHUEHTpALMA B MI/MIT;
06bem npenapara B MULTHIATPAX;
HOMED CEPHH; CPOK TOAHOCTH;
MIPOM3BOACTBEHHLIH KO/ H
dapmakos,

Ha atykeTke npoussonuresns
Campyox Gapmacproraiits TIBT,
Jlzn., Vumns yKasamsioniep, < :
NPOM3BOJCTEEHHOM JIHLIEH3HHK|
Ha mauke yka3afo: HaHMEHOBaHHE |
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MAPKHPOBKA

IOPMIMMECKOrO JHMLA, Ha HMsS KOTOpOro
BBITAHO PETHCTPALIHOHHOS
YIAOCTOBEPEHUE/YIAKOBLIMKA, TOprosoe
HaHMEHOBAHHE npenapara c
MPENyNpeanTeTbHON  Mapkuposkoli ® u
TPYIIHPOBOYHOE HaHMCHORAHHE;
NIEKapCTBEHHYIO (OPMY; KOHLEHTPALMIO B
Mr/mit; ofbem nipenapaTa B MHIUTHTITPAx;
COCTAB  Ha  OAHY  aMmmysy/hJaKoH;
KOITHYECTBO aMITyJl/(h/1akOHOB B YNAKOBKe;
«llpuMeHATE MO  Ha3HAYEHHMIO Bpauay;
«XpaHWTb B HEJOCTYNMHOM M1 JeTeil
MecTe; CTEPHITBHON, «llpu
IKeNe30AeUIHTHBIX COCTOAHHAX,
YCTIOBHA  XPaHeHHA, YCIIOBHS OTIYCKa;
HOMEP PErHCTPALMOHHOIO YAOCTOBEPCHHS,
HOMEp CEpUH; [aTy H3TOTOBJICHHS; CPOK
FOXHOCTH; IHTPHUX-KOL,

Hononnutensno Ha nauke jomyckaercs
YKasplBaTh  TOProBOE  HaMMEHOBaHHe
npenapata, KOHUEHTPALMIO B MI/MI
mpudToM Bpaitns; 2D KOJ c
pacuruypoBKoi nan Hes,

HAaUMEHOBaHHE, TOBAPHBIH 3HAK,
anpec, TenedoH u gake
OPHAHYECKOro JTHIa, HA HMS
KOTOPOTO BBIJIAHO
PeTHCTpalHOHHOE
YAOCTOBEpEHHE/YIIAKOBILIMKA;
TOProBOe HAHMEHOBAHHE
npenapara ¢ npeaynpeauTenbHol
MapKHpOBKo# ® y
IPYNMHPOBOYHOE HAMMEHOBAHHE,
JIeKapeTBeHHan hopma;
KOHLIEHTpALMA B MI/MIT; 06Bem
NIpeTapara B MHUTHIINTPaX; COCTAR
Ha OfIHY aMITyJTy; KOJIMIECTBO
ammyJ1 B ynaxkoske; «[IpumensTs
10 Ha3HAYEHHUIO Bpa4ay; «XpaHuTh
B HEOCTYIHOM IUIS [leTeii MecTe;
«crepuisHo»; «[1pn
HKENE30NePUIHTHBIX COCTOSHHIAXY;
YC/IOBHS XPaHEHUA; YCIIOBHS
OTIyCKa; HOMep
PETHCTPALHOHHOTO
YAOCTOBEPEHHUA; HOMEPp Cepuu;
JlaTa U3rOTORNCHHSN; CPOK
TOJHOCTH; IITPHX-KOJ,
HornomuTensHo Ha nauke ykasaHo
TOPrOBOE HAMMEHOBAHME
lipenapara, KOHLEHTPaLUs B Mr/M
wpudTom Bpaiina, 2D kox ¢
paciiMdpoBKoii,

3akmiouenne: npenapar «Jlukpepp 100°
amoyiaax 5 ma N 5, cepus ELFS8ARI101
IIBT. JIta., Unnus, ynaxkopaHHe 3A0 «d
HIO JICP~OOSOO6/]0-120810, Ham. Ne 1,

29.02.2024 r.

Havansnukx OKK
3A0 «@apm®Pupma «Cotercy

apM@upma «Cotexcer, Poccus,
2,3,45,6,7 8, 9% IIPUT

PACTBOD ISl BHYTpPHBEHHOro BBegcHHA 20 Mr/mi» B
1, mpom3senennsit Qupmoit Campynx ®apmacbioTuks
COOTBETCTBYeT TpeOOBAHUSIM
ONEH Ui HCIONIB30BAHHUS 10

x/g_,; i " 5
£ —> JLH. Kysimyuxuna
gl % { A { o 1
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——— 3akpeIToe aknuonepuoe odmecteo «DapmPupma «CoTexey
gg?«é;& Jluyensun na ocywyecmenenue npouzeoocmea JIC Ne00105-JIC

Paspewenne Ha Beinyck JIII Ne 772

(8 coorsetcTBuH ¢ [Tpunokenrem 16 cGMP)
Permission to release products (in accordance with Appendix 16 cGMP)

Haspanune npoayxra /
Name of the product
Jlexapcreennas popma /
Pharmaceutical form
Jdo3uposka /

Jluxgepp 100%

PacTBOP LJI1 BHYTPHBEHHOI'O BBEICHHS

20 mr/mi, 5 M

Dose

Tun ynakosxu / amnyJsl (5), ynakoBky sdeifKkoBele KOHTYpHbIe (1), mavxu
Package type KapTOHHEIE

MHH / s

INN XKenesa [III] ruapokeuy caxaposHEIi KOMIIIEKe

Homep cepun /

Bach number ELF8AR1011
Harta npoussoacrsa /

Date of manufacture 03.2021
loxen 1o/ 29.02.2024
Expiry date_

Pas cepuu /

Bac:‘;g;e p 10 631 ymax.

Crpana nasnavenus /
Destination country
Perncrpanuonnoe ynocrosepenue / JICP-008006/10 ot 12.08.2010
Marketing authorization (nata nepeoopmuenus PY 23.05.2014)

Hopmarupusrii gokyment /
Normative document JICP-008006/10-120810, Mam. Ne 1,2, 3,4, 5, 6,7, 8, 9

Poccuiickas Oenepaims

Ipoussoacreo roropoii Campynx ®apmacsroruxns ITBT. JIta., Uaaus

JIeKAPCTBEHHOTH (opmb /

Finished dosage form manufacturing

Anpec / Address:

J-174, M.L.D.C., Tarapur, Boisar, Dist. Thane-401506, India

ITepBuunas ynakxoska / Campynx ®apmacsiotuins IIBT. Jita., Vnmus

Primary packaging

Anpec / Address:

J-174, M.LD.C., Tarapur, Boisar, Dist. Thane-401506, India

Bropnunas ynakoska / 3A0 «Dapm®upma «Cotexcy, Poccus

Secondary packaging

Anpec / Address: Eoht o UEC NI,

Poccust, 141345, Mockosekas o6m, Ceprueso-Tlocamckiit MYHHUMIATEHEN  paiGH; cenbokoe {

nocenenue bepesnsxorckoe, moc. Bennxoso, a. 10, . 11, 1. 12 Vs i,

Brinyexarommuii kontpoas kavecrsa / | 3A0 «Dapm®upma «Cotexen, Poccus
uality Control




3axkpeiToe AKIHOHEPHOe 001ecTBO «DapmPupma «Corexer
QQ;EQ Jluyensusn na ocywecmenenue npouzsoocmea JIC Ne00105-JIC

Anpec / Address:
Poccus, 141345, Mockopckas 06, Ceprueso-ITocanckuit MYHHIMIIANBHBIA palioH, cenpckoe
nocenenne bepesnskosckoe, moc. Benuxogo, a. 10, x, L. g 12

Haamaite ADC/ Komnnexce xeneso caxapara

API name

E}Eﬁ;ﬁﬁ,ﬁ;ﬂ;ﬁkmc J «Omxrop GapMachrTHKAT3 Jrn.», Unua
fg}‘ggczeg:;‘ S 21UM120037; 21UM120038

Hacrosmum TIOATBEPXAALD, YTO NaHHAs CepHs Gbima POH3BE/ICHA U NIPOKOHTPONMPOBAHA B
COOTBETCTBHM C JeHCTBYIOMUMH IlpaBunamu  Hamnexamrei NpPOU3BOACTBEHHON  NpakTHKH
Poccuitcxoii Deznepanuu u TpeGopaHHIMH Perucrpanmonnoro AOCBE, a TaKke B COOTBETCTBHH CO
CTIeUDHKAITHAMHI 3apErHCTPHPOBAHHOrO NPOYKTa.

JoxymenTsr no [IDOM3BOACTBY (NPHMEHUMBIM CTajlHsIM) M KOHTPOJIO KA4yecTRa [IPOBEPEHH! U
onobpensr,

JIro6ele oTIIOHEHIS Pacciie/1IoBaHbl B COOTBETCTBHY C BHYTPCHHHUMH NIPOLICAYPAMH H 0J106peHs!
YIOTHOMOYeHHEIMU JHIIOM.

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.

Ynoanomoyennoe aumo il W
: P Bititiionress & (5
3A0 «®apm®upma «Corexcy AL E ShiiHencias B.G,

Arosmes/ DO .

«9/(/» 27 20«?"/1".




