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- + 3akperroe akunonepuoe odiecTBo «PapmPupma «Corekc
COTeExkc SRS AanED L2
1413435, Poccun, Mockoecras obracmm Cepeueso-Tlocadcrui mynuyunatbHbii pation
“eabcKoe noceienue bepesnarkoackoe, noc. Beaurxoso, 0. 11
Ten/paxc: /495/ 956-29-30; /495/ 737-35-71
ITACITOPT Nt 658 ot 04.08.2021 r.
IMMPOAYKT Jluxdepp 100°
JEKAPCTBEHHASI ®OPMA H PacTteop ms BHYTpHBeHHOTrO BBeaeHus 20 Mr/mn
POPMA BBITYCKA B ammysiax S MaN 5
DPUPMA MPOU3BOJIUTEIDL Campyax ®apmacerotukis [IBT. Jlta., Mumnus
YITAKOBAHO 3A0 «®PapmPupma «Cotekcy, Poccus
UCXOJHASA CEPUSI (bulk) ELF8AR1009
CEPHS ELF8AR1009
OBBEM CEPHHA 10 903 ynak.
JATA H3IOTOBJIEHUA 03.2021 r.
I'OJEH 10 29.02.2024 r.
CPOKT'OOHOCTH 3 roga
YCJIIOBHSA XPAHEHHSA ITpu Temnepatype He Bbile 25°C. He 3amMopaXkuBath.
PEIT’MCTPAIIMOHHOE JICP-008006/10 ot 12.08.2010 1.
YIOCTOBEPEHHE (nata mepeodopmnenus PY 23.05.2014)
AHAJIU3BI IIPOBEJIEHBI no HA | JICP-008006/10-120810, Ham. Ne 1,2, 3, 4,5, 6,7, 8,9

Hanmenoranue nokasarenei

TpeGosanna HI

Pesynsrarsl ananuza

OIIMCAHHUE Koanounuslii pacteop ot kpacHo- Konnounnelii pactsop
KOPHYHEBOIO [10 KOPHYHEBOTrO [TReTa KOPHYHEROro LBeTa
MNOATHHHOCTE:
KEJIE3O [1I] [MonnuHHOCTD
KauecrseHnas peakuus b Jo/mKeH BbIIePIKHBATE HCTBITAHHE NoATBEpIKIEHa
Bpems yiepkuBaHHA OCHOBHOTO THKA Ha
XpoMaTOrpamMMe UCHbITYEMOIO PacTBopa
CAXAPO3A JIO/KHO COOTBETCTBOBATE BPEMEHH [TonnMHHOCTE
B2XX YOEpHHBAHHI OCHOBHOIO [THKa Ha NOATBEPHIEHA
XpOMaTorpaMMe CTaHAapTHOIO pacTBOpa
caxapo3ssl
M..: 34000-60000 Ma; 48 472
MOJIEKYJISIPHBIE MACCBI M;: = 24000 Ma; 43 795
D (nonuascnepcHocets) < 1,7 1,1
H Ot 10,500 11,1 10,9
IMEJOYHOCTB Ha TuTpoBanue 1 Mz npenapara J0/KHO 0,7
ObiTh 3aTpaueHo He MeHee 0,5 M1 U He
6onee 0,8 ma 0,1M pactBopa
XJIOPHCTOBOJIOPOAHOH KHCIOTEI
MEXAHHYECKHUE
BKJ/IFOYEHHSA:
~-HEeBHAHMBIE HEBOOPY)KEHHBIM Yacrrwer >10 mim — He Gonee 6000 ua 1813
riasom amIyJry _
>25 MM — He Gosniee 600 Ha amnyny | 27 Y
IIOTHOCTB ITPH 20°C, r/em * | Ot 1,135 o 1,165 ; 1,16 N\ %
XJIOPU[IBI, % Ot 0,012 10 0,025 l[o/] 0018 oo
OCMOJISIPHOCTb, mOcm/n 1150 — 1350 e\ 1290 7w
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| I3ODJIEKTPHUECKAS | M303nekTpuyeckas TOUKa pacTBOpa 5.2
TOYKA npenapara Jo/pKHa ObITh B HHTEpBale
sHaueHui pH ot 4,4 10 5,3
HOMUHAJIBHBIA He menee 5,0 5.1
OBFBEM, ma
BAKTEPHUAJIBHBIE
He Gonee 1,75 Menee 0,75

SHAOTOKCHHBI, E3/Mr

Keieia

CTEPWIBHOCTD

JomxeH OBITE CTEPHIIbHBIM

CrepuiibHbli

KOJIMYECTBEHHOE
OIIPEJEJEHHE, %,
Mr/ma

HKeneso [II]

- Turposanue

Caxaposa, Mr/mi

O1 90,0 no 110,0 konuuecTBa xenesa oT
3a5B/IEHHOrO KOJTHYECTBA B TEUEHHE CPOKa
rognoctH (18,0-22,0).

02,5 %
(20,5 mr/mm)

Ot 260 no 340 caxaposel B 1 M1 npenapara

336

- BOXKX

¢ pe)pakTOMETPHYECKHM

JETEKTOPOM

YITAKOBKA I[To 5 mMa B amIyJinl GeclBETHOrO [1o 5 M B ammysibl GecUBeTHOTO
HEHTPANBLHOrO CTEK/IA THI [ C LIBETHBIM HEHTPANBHOTO cTeKiaa Tumnlc
KOJIBLIOM Pa3jioMa MM C LBeTHOH TOYKOH H | KOJIBLIOM pasjioMa KpacHOro LBeTa.
Haceukoii. Ha aMITyJibl JONOMHHUTENBHO Ha kaxmyro aMmITy1y HakjieeHa
HAHOCAT OJIHO, [1Ba W/IK TPH LIBETHBIX KONbLA| ITHKETKA.
WM 0e3 JOMOJHUTENLIBIX IBETHBIX Koslell, |1 KOHTypHas sueHKoBas YIaKoBKa ¢
Ha Kakayto amnyJly HaKJIEHBAKOT THKETKY. | KPBILIKOH Hepa3beMHOH 1Mo 5
| KOHTYPHYIO AHEHKOBYIO YIIAKOBKY C aMITyJ1 BMECTE C MHCTPYKLIHEH 1o
KPBILIKOH HEPazbeMHOM MK €3 KPBILLKH 10| [IPUMEHEHHIO OMELLEHA B NAYKY
5 amrTys1 BMecTe ¢ HHCTPYKLHEH Mo M3 KapToH4.
[IPUMEHEHHIO TIOMELLAKOT B I1a4KY H3
KapTOHa.
[To 3 ammysibl MOMELLAKOT B KOHTYPHYIO
AYeHKOBYIO YIIAKOBKY M3 IUICHKH
MOMTUBHHHIXIOPHIHOH WITH
nojMdTUIIeHTeped TanaTHOM, WK U3 JISHTBI
MOMUCTHPONBLHOH.
1. 2 unK 8 KOHTYPHBIX A4EAKOBBIX YTAKOBOK
1o 3 aMmyJibl BMECTE C HHCTPYKLMEH no
npumeueuum NOMEAT B MaYKy H3
KapToHa.

MAPKHPOBKA Ha stukerke ammyisl/duiakoHa ykaseiBaioT | Ha aThkeTke aMITynbl ykazaHo:

HAUMEHOBaHHE [IPOU3IBOAMTENA; TOProROE
HaMMEHOBaHHE npenapara c
npeaynpeanTe/bHOW — MapkupoBkod — ®);
JleKapcTBeHHYIo (OpMy; KOHLEHTPaLMIO B
Mr/Mi; obbeM mpenapara B MUUTHIMTPAX;
Homep CEepHH; CPOK rOHOCTH,;
NPOM3BOJACTREHHbIH Ko U dapMako,.

Ha oTtukeTke npouzBoauTens Campyax
@apmacetotuinz I[IBT. Jlra., HMuaus
Owmiiop ®apmacerotukanz Jlta., I/Iﬂﬂmg
JIOTIONHHTENBHO YKa3bIBaOT HOMEp
NPOU3BOJCTBEHHOM JIMLIEH3HH.

Ha nauke ykasbBalOT HaWMEHOBAHHWE
CTpaHy MPOM3BOAMTENS; HAMMEHOBAHHE,

HaMMEHOBAHHE MPOM3BOIUTEIA,;
TOProBOE HAHMEHOBAHHE
npenapara ¢ npeaynpeiHTelbHONR
MapKHpoBKoi ®; nexapcTseHHas
dbopma; KOHUEHTpaLKs B MI/MII;
ofbeM MpenapaTa B MH/UTHIHTpAX,
HOME], CepHM; CPOK FOIHOCTH;
HPOH}BQE&TBBHHW KOO U

i hapmaxon. § i‘*t._\
Ha STHKETKE NPOHIBOTUTENS
Campyax (Dapmaczagm\ kn3 TIBT.
.l'ITn Humus yica3afn-l Mep

ﬂpomnoncmeﬂnoﬁ
%\2 HauKe yKasao:

TOBApHBIA 3HaK, aapec, TenedoH M dakc
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FOPHIHHECKOrO JIMUA, HAa HMA KOTOPOrO | HaHMEHOBaHHE, TOBAPHBIIT 3HAK,
MAPKHUPOBKA BBIIAHO PETMCTPALMOHHOE | anpec, TelaedoH U dake
VAOCTOBEPEHHE/yaKOBIIHKA; TOProBO€ | IOPHUIMYECKOrO JIMLA, HA HMA
HAWMEHOBaHHe npernapara ¢ | KOTOPOro BBIAAHO
MpeaynpeIuTeNIbHOW  MapkupoBkod ® H | perdcTpauMoHHOe
rpYNIHPOBOYHOE HaHMEHOBAHHE; | YAOCTOBCPEHHE/YIaKOBILIMKA;
JIEKapCTBEHHYI0 (OPMY; KOHILEHTPALIHIO B | TOProBOE HAMMEHOBAHHE

Mr/mil;  06beM npenapata B MUITWIMTpAX; | npemapara ¢ NPeayNnpeanTenbHOM
cocTaB  Ha  OAHY  amiyiry/¢nakoH; | MapKkHpoBKo# ® u

KOJIMYCCTBO aMITysl/(D/IAKOHOB B YMAKOBKE; | [PYIIMPOBOYHOE HAHMEHOBAHMUE,
«[IpumenaTs MO Ha3zHAUEHMIO Bpauay; | JeKAPCTBEHHAA dopma;

«XpaHWTb B HENIOCTYNHOM [UIS JeTeil | KOHUEHTPAaL|s B MI/MIT; 06beM
MecTen; «CTEPHITBHOY; «IIpu | npemapara B MHATHAHTpaX; COCTAB
HKene30eHUHTHBIX COCTOAHHAXY; | Ha OJIHY aMITyJIy; KOJIHUECTBO
YCNIOBHA  XPAHCHWSA, YCJIOBHA  OTITYCKa; | amItysl B ynakoske; «[[paMeHsTE
HOMCP PCrHCTPALMOHHOIO YAOCTOBEPEHHS; | M0 HA3HAYEHMIO Bpayay; « XpaHHTh
HOMEp CEpUM; JaTy M3rOTOBJIEHHS; CPOK | B HEIOCTYIHOM A JeTell MecTe»:
FOHOCTH; LITPHX-KO. «CTepHIbHOY; «[Ipn
HononHutenbHO Ha nNauke AONYCKAeTCA | KENe30AeULMTHBIX COCTONHHAX:
YKa3plBaTh ~ TOProBOE  HAWMEHOBAHME | YC/IOBHSA XPAHEHMS; YCIOBHS
npenapata, KOHLEHTPALUMIO B MI/MI | OTIIycKa; HOMEp

WpUTOM Bpaiins; 2D KOA  C | perMcTpauMoHHOIO
pactundporkoi wiu Ges, YAOCTOBEPEHHA; HOMED CEPHH,
AaTa W3roTOBIIEHHS; CPOK
FOJHOCTH; IITPUX-KOJI.
JlOMOMHHTEIBHO Ha NauKe yKa3aHO
TOProBO€ HaMMEHOBaHHE
Npenapara, KOHUEHTPALMA B MI/MIT
wpudgrom Bpaiins, 2D ko ¢

| paciundpoBKoO.

3akmouenne: npenapar «JIuxgepp 100® PACTBOD /ISl BHYTPHBEHHOTO BBeaeHus 20 Mr/vun B
amnyax 5 ma N 5, cepus ELF8AR1009, npoussenennsri dupmoii CaMpynx @apMachrOTHKII3
[IBT. JIta., Unnns, ynaxosanusiii 3A0 «®apm®upma «Cotexcy, Poccus, COOTBETCTBYeET TpeOOBAHUAM
HII JICP-008006/10-120810, Mam. Ne 1, 2, 3, 4, 5, 6, 7, 8, 9 W npuroseH U HCIONB30BAHUS 0
29.02.2024 r.

Havaiasunk OKK
3A0 «@apm®Pupma «Coreke» JLH. Kyanuuxnna
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COTEH

3akpbiToe akunoHepHoe odmectBo «@apm®Pupma «CoTtexe»

Juyensus na ocywecmenenue npouseoocmea JIC Ne00105-JIC

Paspemenue na seimyck JIIT Ne 658

(B cooTBeTcTBHH ¢ [Tpunoxenuem 16 cGMP)
Permission to release products (in accordance with Appendix 16 cGMP)

Haszpauue npoaykra /
Name of the product

Jluxdepp 100%

JlexapcTBenHasn ¢opma /
Pharmaceutical form

pacTBOp WiA BHYTPHBEHHOI'O BBEICHHA

Jozuposka /
Dose

20 Mr/mMiT, 5 M

Tun ynakoBku /
Package type

aMITyJisl (5), yIIaKOBKH s4eiikoBble KOHTYpHBIE (1), mauku
KapTOHHbIE

MHH /
INN

Keneza [I1I] ruapokcu caxapo3Hblil KOMILIEKC

Homep cepun /

Bach number ELF8AR1009
JdaTa npousBoacrsa /

Date of manufacture 03.2021
Tonen o / 29.02.2024
Expiry date

Paszmep cepun /

Bach size 10 903 ynax.

Ctpana Ha3Ha4YeHHud /
Destination country

Poccuiickas Peaepanus

Perucrpaunonnoe ygocropepenne /
Marketing authorization
HopmaTHRHBII TOKYMEHT /
Normative document

JICP-008006/10 ot 12.08.2010
(narta nepeodpopmrenus PY 23.05.2014)

JICP-008006/10-120810, U3m. Ne 1, 2,3, 4,5,6,7,8,9

IIpon3BoaACcTBO roTOBOMH
JieKapcTBeHHoi dopmbr /
Finished dosage form manufacturing

Campynax ®apmacetotukins [1BT. JIta., Maaus

Anpec / Address:

J-174, M.1.D.C., Tarapur, Boisar, Dist. Thane-401506, India

IlepButHan ynakopka /

Campynx CDapMacmomlglf%iHBeI._,Hm., Wupas

Primary packaging
Anpec / Address: ' . \'bwwﬁ

J-174, M.1.D.C., Tarapur, Boisar, Dist. Thane-401506, Incha,:, A

Bropu4Has ynnakoBka / 3A0 <<CDapM<Dthﬁa «Corelcc» Poccus 9|

Secondary packaging ‘lQ /#

Anpec / Address: ‘;} /. ”"'/-'

Poccus, 141345, Mockosekas o061, Cepraeao-ﬂocancxn&‘\g{yﬂnuﬁmkﬂ paloH, CembCcKoe

nocenedne bepesusakosckoe, noc. benukoso, a. 10, 1. 11, #. 12

BT

Brinyckalomuil KOHTPOIbL KauecTsa /

Quality Control

3A0 «PapmPupma «Corem», Poccus




_— 3akpriToe akuuoHepHoe 06mecTEO «®apm®Pupma «Cortexc»
—

COTEKCE Jluyensun na ocywecmsnenue npoussoocmsa JIC NeQ0105-J1C
Anpec / Address:
Poccus, 141345, Mockorckas 061., Ceprueso-Ilocaackuii MyHHUMNATEHBI paioH, censckoe
noceneHHe bepesHakosckoe, noc. benukoso, 1. 10, o 11, 1. 12
Hassanne A®C / L ——
T OMILIEKC JKeNe30 caxapara
IIpoussoguTens A®C / "
API manufacturer [paiin Jlparc & ®apma Jta., Unaus
Homep cepun ADC /
API Bach number ISLCF20008, 21UM120017

Hacrostuum TIOATBEPIKAALO, YTO JaHHas cepdsa ObUla MpoM3BeneHa H NIPOKOHTPOJIMPOBaHa B
COOTBETCTBHH ¢ JAeHcTByromumu  [lpasmmamu Haanexameit  npoussoacteennoit IIPaKTHUKH
Poccuiickoit ®enepaunn u TpeboBanusMu Pernctpanuornoro mocke, a Taike B COOTBETCTBHH CO
CHeLHUKAMIMH 3aPETHCTPHPOBAHHOTO OpOAyKTA.

JoxyMeHnTs! no NIPOH3BOACTBY (IIPHUMEHHMBIM CTAIHAM) U KOHTPOIIIO KayeCTBa IIPOBEPEHE] H
0n00peHsI.

Jlio6pie OTKMOHEHHS pacc/ieJ0BaHBI B COOTBETCTRHY C BHYTPEHHUMH NPOLIeAYpaMH U 0f06peHsI
YN0THOMOYEHHBIMH THIIOM.

[ 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.

¥YnosHoMo4ueHHOE JTHIO @/ B BuwHesckas B.C,
3A0 «®apm®Pupma «CoTtexcr e
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