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COTEKC

SAKPLITOC AaKUBOICDHOC 0DHICCTBO «

«Papmiby

MACITOPT Ne 81 ot 03.02.2020 r-

pma «Corexe»

MPOJIYKT

Juxdepp 100*

JEKAPCTBEHHAS ®OPMA H

Pacteop ana BHyTpHBeHHOrO BBeaeHHs 20 MI/Mi1

DOPMA BBIITYCKA B amrynax S ma N 5

®HUPMA MPOU3BOIUTEDb Campyax @apmacetotuxns [1BT. JIta., Usaus
VITIAKOBAHO 3A0 «DapmDupma «Corekcr, Poceus
HCXOIHAJ CEPUSI (bulk) ELF8AT9018

CEPHSA ELF8AT9018

OBBEM CEPHH 10 616 ynak.

JATA U3I'OTOBJIEHUS 11.2019 1.

TI'OJAEH 10 31.10.2022 r.

CPOKT'OOJHOCTH 3 rosa

YCJIOBHSA XPAHEHUS [1pu Temneparype He Bbiwe 25°C. He 3amMopakuBath.
PETHUCTPAITMOHHOE JICP-008006/10 ot 12.08.2010 .
YIOCTOBEPEHHE (nata nepeodopmnenns PY 23.05.2014)

AHAJIM3BI TPOBEJIEHLI no HI

JICP-008006/10-120810, M3m. No 1.2, 3. 4,5, 6, 7, 8.

HaumenoBauue nokaszareei

TpeGopauuss HJI

Pesyabrarhi anaania

OIMMCAHHE

Koanounansiit pactop ot kpacHo-
KOPHYHEBOTIQ 10 KOPHYHEBOTO LIBETA

KonnouznHelit pactsop
KOPHYHEBOIo UBETA

HOAJIMHHOCTD:
AKEJE3O [III]
KavecTtrenHas peakuus b.

,HOII}KGH BbIACPACHUBATL UCIBITAHHE

[MoanunnocTs
MnoATEEpHAEHA

Bpems yaepKuBaHUA OCHOBHOTO MHKa Ha
XpOMATOrpamMMe HCIBITYEMOrO pacTROpa

=25 MKM — He Gonee 600 Ha amnyy

CAXAPO3A JOJIKHO COOTBETCTBOBATH BPEMEHHU [ToanunHoCTS
BOXKX VIEpKHUBAHUA OCHOBHOTO MHKA Ha MOATBEPKAEHA
XpoMaTorpaMme CTaHJIapTHOTO pacTBOpa
€axapo3bl
M. 34000-60000 Ha; 41 797
MOJIEKYJISAPHBIE MACCHI M.: = 24000 Ta; 49 770
D (nonuaucnepcHocts) < 1,7 0,8
pH Ot 10,5 no 11,1 10,6
HIEJIOYHOCTb Ha tutpoBanue | mi npenapara 10/5KHO 0.6
ObITb 3aTpaueHo He Menee 0,5 Ma M He
Honee 0,8 mn 0,1M pacteopa
XJIOPUCTOBOJOPOAHOH KHC/IOThI
MEXAHHYECKHE
BK/INOYEHUSA:
-HEBH/IUMbIE HEBOOPYKEHHBIM Hactuust >10 Mrm — He Gosee 6000 Ha
riazom aMITyJTy

IVIOTHOCTD IIPH 20°C, r/em *

Or 1,135 no 1,165

XJIOPUOBL, % 010,012 g0 0,025
OCMOJBSIPHOCTD, MOcm/a 1150~ 1350
HN303JEKTPHUYECKASA H3osnekTpuueckas Touka pactsopa
TOYKA npernapara Jo/bkHa ObiTh B HHTEPBAIE

3HauyeHu# pH ot 4,4 10 5,3




HOMHWHAJIbHBIN He menee 5.0 5.2
OBBLEM, ma

BAKTEPUAJILHLIE

SHAOTOKCHHEIL, E9/vr | He Gosee 1,75 Meuee 0,75
wesaesa

CTEPWIBHOCTD JlonaeH OBITE CTEPUITBHBIM CrepriibHbli
KOJUYECTBEHHOE

OITPEJEJIEHUE, %,

mr/ma Ot1 90,0 no 110.0 konuyecTra ;xene3a ot

Keneso [III] 3aABIEHHOTO KOJM4€eCTBa B TCUCHHUE CPOKA 99.0 %

- TurpoBanue rogrocTu (18,0-22,0).

Caxapo3sa, Mr/m.

(19,8 mr/ma)

327

-B2KX Ot 260 no 340 caxapossl B | My mpenaparta

¢ pepaKTOMETPHUECKHM

JETEKTOPOM

YITAKOBKA To 5 ma B amiy/ibl 6eCLBETHOTO HEMTpaNbHOTO [To 5 mn B amnyJin
cTeksia THIL [ ¢ LIBETHBIM KOJIBLIOM PaszioMa Wil ¢ GecuBeTHOrO
LIBETHOH TOUKOM M Haceukol. Ha ammynsi HeHTPaNIbHOTO CTEK1a THIT
AOMOAHUTENBHO HAHOCAT OHO, JABA UK TPH | ¢ UBETHBIM KONBLOM
LBETHBIX KObLla MK 0e3 JOTIONHHUTENbHbIX pazoMa KpacHOro LBeTa.
LUBETHBIX KOJIELL. Ha kaxayro ammyny
Ha kamayr ammysly HakIeUBarOT 3THKETKY. HaK/leeHa ITHKeTKa.
1 KOHTYPHYIO AYEHKOBYIO YITAKOBKY C KPbILIKOH | KoHTYpHaa suelKoras
HepazbeMHOH MK 0e3 KPbILIKY 10 5 aMITyJT BMECTE ¢| YIIAKOBKa ¢ KPBILIKOH
MHCTPYKLHEH 10 MPUMEHEHHIO MOMEUIAIOT B TTAYKy | HepalLeMHOI Mo 5 amItyn
U3 KapToHa. BMECTE ¢ MHCTPYKUMEH 110
Mo 3 amMmyapl MOMEILAKOT B KOHTYPHYHO AHEHKOBYHO | MPUMEHEHHIO MOMELIEHA B
YIaKOBKY M3 MUICHKH MOTHBHHHIXIOPUAHOH WK na4yky M3 KapToHa.
NOIUATHIIEHTEPe( TANIATHOH, MU U3 JIEHTHI
MOAHUCTHPOILHOM.
1, 2 unu 8 KOHTYPHBIX T4EHKOBBIX YIAKOBOK 110 3
amItyJ/ibl BMECTE ¢ HHCTPYKUHMEH 110 NPUMEHEHHIO
MOMELIAIOT B MA4Ky W3 KapToHa.

MAPKHPOBKA B coorserctaun ¢ HJT CooTsercTByeT

3axmouenue: npenapar «JIuxdpepp 100" pacrBop Aasi BHYTpHBeHHOTO BBedeHHs 20 mr/mun» B
amnyaax 5 ma N S5, cepuss ELFS8ATO018. nponseeaenuniit ¢upmod Campynx Papmacerotukins TIBT.
JIta., Uupus, ynakoBanHsil 3A0 «®apm®upma «Coteke», Poccus, coorsererByer TpeGoBanuam HJI

JICP-008006/10-120810, Mam. Ne 1, 2,3, 4.5, 6, 7, 8 u mpurozen s ucnonb3osanus 10 31.10.2022 r.

Hayaarauk OKK

3A0 «®Papu®Pupma «CoTeke»

JLH. Kyauunxusa

M.IL




3akpeIToe akunoHepHoe 00mecTBo «Dapm®@upma «Corexe»

Juyensus na ocyuecmesnenue npoussoocmea JIC Ne00105-JIC

Pazpemenne Ha seinyck JIII Ne 81

(B cootBeTcTBMM ¢ [Iprnoxkenuem 16 cGMP)
Permission to release products (in accordance with Appendix 16 cGMP)

Hazsaunue npoaykra /
Name of the product

Juxdepp 100%

JlexapcTBenHas dopma /
Pharmaceutical form

pacTBOP 414 BHYTPHBEHHOI'O BBCICHUS

Ho3upopka /
Dose

20 Mr/mm, 5 mn

Tun ynakoBku /
Package type

amMnynbl (5), YIaKOBKH A9eHKOBbIE KOHTYpPHBIC (IIOAIOHBI)
(1), nadyKy KapTOHHBIE

MHH /
INN

Kenesa [[I1] ruapoxcun caxapo3Hblil KOMIIIEKC

Homep cepun /

Bach number ELF8AT9018
Jara npoussoacrea /

Date of manufacture 11.2019

Tonen no / 31.10.2022
Expiry date

Pazmep cepuu /

Bach size 10 616 ynakoBok

Crtpana Ha3HaveHHs /
Destination country

Poccuiickag @enepauus

PerucrpauuoHHoe yA0CTOBEpeHHE /
Marketing authorization
HopmaTuBHbIH JOKYMeHT /
Normative document

JICP-008006/10 ot 12.08.2010
(nara nepeodopmienus PY 23.05.2014)

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

IIpousBoacTBO TOTOBOI
JexapcTBeHHoil popmei /
Finished dosage form manufacturing

Campynx ®apmacstotuxis [IBT. JIta., Magus

Anpec / Address:

J-174, ML1.D.C., Tarapur, Boisar, Dist. Thane-401506, India

IlepBuyHas ynakoBka /
Primary packaging

Campyax ®apmacsrotuis [IBT. Jlta., Manua

Anpec / Address:

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

BropuuHas ynakoBka /

Secondary packaging
Anpec / Address:
Poccus, 141345, Mockosckas 001., Ceprueso-Ilocanckuit MyHHIIMIATB

noceneuue bepesnskosckoe, noc. bemukoso, a. 10, a. 11, x. 12

Belnyckaomuii KOHTPOJXbL KayecTBa /

Quality Control

"? o WS E
3A0 «PapmPupma «CoTexe, Poccug\ =3

muiﬁ"’ "f'




— 3akpsiToe akunonepHoe odmecrteo «PapmPupma «Corexc»

JTuyensus na ocywecmesienue npouzeoocmea JIC Ne00105-JIC

DTHERS
Anpec / Address:
Poccus, 141345, Mockosckas o061, Ceprueso-Ilocamckuit MyHHIHNATBHBIA palOH, CENbCKOE
nocenenue bepesnsikosckoe, noc. benukoro, a. 10, 1. 11, 1. 12
Haszpaune A©®C / '
Kommnekc xene3o caxapata
API name
Hpousgonurean ADC /
O T Omxrop @apmacsrotukans Jita., Uuaus
Homep cepuu A®C /
API Bach number SINS119004

Hacrosmum noarsepxkiaio, 410 AaHHas cepusi ObUIa NPOH3BENEHA W MPOKOHTPOJIMPOBAHA B
COOTBETCTBMH ¢  JedcTByrommuMH  [IpaBunamu Hannexamedl NpoM3BOACTBEHHOH PaKTHKH
Poccuiickoit Pegepaunn u TpeOOBaHUAME PerHCTpPallMOHHOIO JOChE, 4 TAKIKE B COOTBETCTBHH CO
crieqU(pUKaIMAMH 3apErHCTPHPOBAHHOTO MPOIYKTA.

JIOKYMEHTBI 10 MPOH3BOACTBY (MPUMEHHUMEBIM CTAIMAM) H KOHTPOJIKO KAyeCTBa NMPOBEPEHBI U
0/100pEHBI. '

JIroGpie OTKIOHEHHs pacceJOBaHbl B COOTBETCTBHM ¢ BHYTPEHHHMH [IPOLENYPaMH U 0J00PEHDI
Y 0JIHOMOYEHHBIMH JIHIIOM.

[ 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.

YnoanomoueHHOE THLO
3A0 «®@apmPupma «Corexe»




