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COTEKC

3akpeiToe AKUHOHEepHOe 001ecTBO «My PM®@upma «Cortexe

O11ea kouTpoas kaveersa

141345, Poceus, Mockog: Kaa ooaacmo, Cepeueso-IMocadcrus MYHUMUNA 11T pation,

CCALCKOC NOCEIeHe Bepesuaroseroe. noc. Benurcoso, 0, [ ]

Ten./thare:

495/ 956-29-30; /495/ 737. 35-71

IIACITOPT Ns 387 ot 28.04.2021 r.

% J]lli{'e

Pacteop nns BHYTPHBEHHOrO BBelenns 20 mr/ma
PLOPMA BBITYCKA B amnynax Sma N 5

3A0 «Dapdy

ELF8AT002]

Eﬂ_ ELF8AT0021

(TOAEHJ0 oo

3 rosia

[Tpy temnepa

JICP-008006/10 ot 12.08.2010 1.

YAOCTOBEPEHUE

AHAJIU3BI HOPOBEJIEHBI no HJI

100®

Campynx ®apmachiorsirs [IBT. JTta., Uumus
pMma «Corexen, Poccns

10 850 ynak.

12.2020 r,

pe He Bellire 25°C. He 3aMOPaKMRATD.

(mara nepeodopmaenus PV 23.05.2014
JICP-008006/10-12081 0, Mam. N 1, 2, 3.4,5,6,7,8,9.

[ Hanmenopanne noxazaresneii TpeGoannus HJ
| OHNMUCAHUE | Korttonameii PacTBop ot kpacuo-
!

l_ﬁ_._-—_n__%__
HOJJIMHHOCTD:
JKEJE30 [IIT]
Kadectpemnnas peakuus b

CAXAPO3A
B2XX

MOJIEKYJISIPHBIE MACCBI

H
HEJOYHOCTE

MEXAHWYECKHE
BKJIFOYEHMST:

“HEBHIHMBIC HEBOOPYKeHHBIM
riazom

IVIOTHOCTD 1Py 20°C, r/em ?
XJIOPU/IBIL, %
OCMOJIHPHOCTB, mMOcm/a

Pesyabtarter anammsa

Konnounnwit pacTteop |
KPACHO-KO JMYHEBOIO LLBeTa

| Ko PHYHEBOTO 10 KOPUUHEBOrD 1iBeTa ‘
[MonnunuocTn

Homken Bbie DXKUBATE MCMBITAHHE NOATREPIKICHA

Bpems YACPIKUBAHMS OCHORHOO [IHKa Ha

Xpomarto rpamMme HCIIBITYEMOTro paCTBopa

AOJIZKHO COOTBETCTBOBATE BpemeHu Honnunnocts
YAEPHAHUBAHUAL OCHOBHOTO MHKa Ha NoATBepkIeHa
XpoMarorpamme CTaHIapTHOro pacTeopa

Caxaposnl

M..: 34000-60000 Ha; 59 621

M, > 24000 J1a: 35475

D (monuauncne CHOCTL) < ],7 1,7

O110,5 10 11,1 10,8

Ha tutpoanue | my fipenapara nomkHo 0,7

6biTh 3aTpaueno He MeHee 0,5 Ma u e
Gonee 0,8 mn 0,1M pacTeopa
XOPHCTOBOAOPOAHOH KHCAOTH

HacTHier >10 Micm — we Gonee 6000 fa A% .67 \m '
- S BERN

=25 MKM — He Gonee 600 g mityry | 13 AL

\=a - - —
Ot 1,135 10 1,165 (o [ Lt6d” 7] ]
Ot 0,012 110 0,025 \e\ 0,018 /7
1150 - 1350 N 128570,
K R
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H303JIEKTPUUECKAS
TOYKA

HOMWHAJLHBI
OBBEM, ma

BAKTEPUAJILHBIE
BH,I[OTOKCHHI;!, E3/mr

JKejiesa

CTEPHJIBHOCTB

KO.JIH‘IECTBEHHOE
OHPEI{E.HEHI/IE, Ya,
mMr/ma
Keneso [111)
- Tutposanue

Caxaposa, mr/ma
- BOXX

¢ pedpakromerpuyeckiy
ACTEKTOPOM
YIIAKOBKA

MAPKHPOBKA

W3osnextpuyeckas TOYKa pacTBopa
Nipenapata nonxna GiTh B HHTepRaie
3Havenuii pH ot 4,4 1o 3.3
He menee 5.0

He Gonee 1,75

O0190,0 no 1 10,0 koauuectpa JKenesza or
3aABIEHHOrO KOIMYECTRa B Te4eHHe cpoka
roaxocTu (18,0-22,0),

Ot 260 10 340 ¢axaposel B 1 ma npenapara

ITo 5 mn e aMIlysibl HecuperHoro
HEHTPaNbHOrO cTeka THN I ¢ uBeTHBIM
KOMbLIOM pasiioma umH ¢ useTHoj TOYKO# u
Haceykoii, Ha AMITYJ1bl JOMOMHHTEBbHO
HAHOCAT 0AHO, ABA MK TPH UBeTHLIX KOJbLa
WK 6e3 aononuuTenpHLy LUBETHBIX Konely,
Ha xasxcnyio aMIyJty HakjaeHBaror OTHKETKY,
| kKoHTypHyIo AYeiKOBYIO YNakoBky ¢
KPLILUKOH HepasbeMHOM wu Ges KPbILIKH 110
5 amrys Bmecte ¢ HHCTPYRUMEH 1o
NPAMEHEHMIO noMewwaloT g NaYKy M3
KapToHa,

Io 3 amnyns TIOMEIUAIOT B KOHTYpHY1O
A4eHKORYIO YNAKOBKY W3 IileHKH
NOMHBHHUIIXTOpUAROMN Hin
NOMMITURCHTEpehTANATHOM, WK 13 NIEHTBI
MOJTUCTHPORBHOI,

1,2 um 8 KOHTYPHBIX 14€lKOBBIX ynakopok
no 3 amnyne BmecTe ¢ HHCTpYKUHMeEE o
[IPHMEHEHMIO noMernatoT B nayky s
KapToHa.

Ha stukerke amnynsl/Gnacona ykaspisaror
HaHMEHORaHHe NPOH3BOANMTENS; Toproeoe
HAUMEHOBaHHe npenapara ¢
npenynpeantensuoii Mapkupopkoi  ®;
eKaPCTBEHHYI0 dopmy; KOHUEHTpaumio g
MI/MIT; 06bem fIpenapata B8 MULHAMTpax;
HOoMep cepuu; CpoK FOHOCTH;
IPOH3BOACTRBEHHBII Ko 1 thapmaxop,

Ha stukerke fpousBoantens Campyax
Dapmacsiotuis [1BT. JIta, Wwaus u
DMkiop DapmacbioTHkans Jra., Hupus
ZOTMIOJIHUTE 1B HO yKazblBatoT HOMep
TPOH3BONCTBEHHOM NHUeH3MY,

Ha nauke YKa3blBAIOT HaMMeHoBamme y
CTPaHy  npousBoamTens; HaumeHoBaHue,
TOBapHbId 3Hak, an €C, Tenedon u

2u33

Menee 0,75

CTepuisHsrii

106 % |
(21,1 mr/mm)

ITo S ma g amnynel GeclBeTHOrO
HEHTPankHOrO cTekna Ty Le
KOJIBLIOM pasnoma kpacHoro ugers.
Ha kaxnyio amITyny Hakleeda
3THKETKa,

| KOHTYpHas sueikopas YIaKoBKa ¢
KPLILIKOH HepasneMHoii 1o 5
aMITy1 BMecTe ¢ HHCTpyKuMel no
MPHMCHEHHIO NOMeleHa B naygy
U3 Kaproua.

Ha stuketke ammyp yKazaHo:
HAUMCHOBAHHe MPOM3BOIMTE 1s:
TOProBoe HaMMeHOBaHKe
lpenapara ¢ npenynpenurensHofi
MApKHpoBKoii ®; nekapcerrennas
hopma; KOHUEHTpaums B mr/ma;
obbem lpenapara B MHIUTHIINTpax;
HOMEP cepuu; cpok rosrocTy;
TIPOU3BOACTBEHHBII Koy 1
apMakon. ’ ws.f_\"“""""f‘,“f“jw‘-.,‘ 5
E’Ia a'ruggef%e/;ppeﬁsaq)i%&@ 5
Campy ﬁX‘.ﬁb&p&iaCLmeU}}i.
JItn MHJ:{M yKasau HOMEp \
MPOREBOICTBEHHOI JMLeHzY
Ha masxé ykasano: fiémqeﬁ?
) nﬁ\nomso,gmeﬂa-: o /f
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IOPHAHYECKOrO NHuUa, Ha vy KOTOporo | HaumeHoRanwue, TOBapHBIii 3Hak,
BBITaHO PErHCTpaumonHoe | anpec, TenedoH u daxe
_Y}IOCTOBG}JQHH&/}/N&KDBLuHKa; TOProeoe | wpuaHYeckoro JIMLa, Ha uMg
HaMMEHOBaHWe npemnapara € | KOTOPOIO BbigaHo
NpeaynpeaurensHoii MapKHpoBKoH ® g PeTHCTpauHOHHOE
IPYINHPOBOYHOe HaHMEHOBaHHe; YAOCTOBEpeHUe/ynakoswKka;
IeKapeTBeHHyI0 (hopmy; KOHLCHTpaUMio B | Topropoe HaHMEeHOBaHKe

MM, ofwem fIpenapata B MUITHANTpax; Ipenapara ¢ npenynpeautensHoi
COCTaB  Ha  ogmy amriyny/dnaxon: MapKHpoBKDI ® 1

KojuecTBo ammyn/¢nakonos g YNAKOBKE; | rpynnuposoyqoe HauMeHORaHHe;
«llpumensty o Ha3HAYCHWIO  Bpawan: IEKapCTBEeHHAs (opma;

«Xpauuty p HEAOCTYNHOM 1718 peveis KOHLCHTpaLMs B Mr/ms1; 06bem
MecTey; «CTEPHILHOY; «llpn | npenapara p MUTMIMTpax; coctan
AKenesonehpuHTHBIX COCTOAHMAXY; | Ha onHy aMITy1y; KoJTHYecTBo
YCTIOBHA  XpaHeHus; yenopus OTIYCKa; | ammyn B ynakoske; «lIpumensTn
HOMEpP perucTpaumonnoro YAOCTOBEPeHHs; | N0 Ha3HaueHMIO Bpayay; «Xpauurs
HOMEp cepum; aary M3TrOTOBJIEHHA; Cpok | B HenoCTynHom ans ferei MECTEN:
POOHOCTH; WITPUX-KO, «CTepunbHO»; «[Ipn
Hononuurensuo  ya navuxe gomyckaercs FKENe300e(DUITUTHRIX COCTOSHHAX »,
YKasblBaTe  Topropoe HaWMeHOBaHKe | ycioRug XPaHEHMs; yenosus
Mpenapata,  xowuentpaumro Mr/mn | ormycka; Homep

wpHpTom Bpaiing; 2D Ko/ € | peruerpauHoHHoro
pactudposkoii unu Ges, YAOCTOBEPEHUA; HOMep cepuu;
AaTa H3COTOBJIEHHS; CpoK
POOHOCTH; WTpHx-Ko,
Hononnurensto na nauxe YKkazauo
TOpProsoe HaumeHoBanne
fipenapara, KOHUeHTPALMA B MI/my
upugTom Bpaiing, 2D kog ¢
aCIJIH__wal

MAPKHPOBKA

3akmouenne: penapat «lnkgepp 100% PACTBOP 1481 BHYTpuBenmoro BBelenust 20 mr/sum g
amiyjax 5y N 5, cepus ELF8ATO0021, NPOH3BECHHbIH (hupmoi Campyax Gapmaceiotukms [IBT.
JIt., Wnpus, YHakosauuelli 3A0 «DapMDupma «Cotekey, Poccps, COOTBETCTBYET TpeSopamusy
HJ JICP-OOSOO6/IO-1208]O, Mam. Ne 1, 2, 3,4, 5 6, 7, 8, 9 u npuronen AN HCTOMB30BaHHs 10
30.11.2023 r.

Havanenuk OKK ”
3A0 «@apm®upma «Corercey ' Z JLH. Ky aitixmma MLII.
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—_— 3akpriroe AKIHOHEPHOE 06ImecTRO «Dapmdupma «Corercy
‘“ﬂ‘_.i_
NeQO105-71C
COTERE Suyenzus na ocYuecmenenue npoussodcmea JIC 00

Paspewenne ya Bbinyck JITT Ne 387

(B cooTReTCTBUY ¢ [punosxennem 16 cGMP)
Permission to release products (in accordance with Appendix 16 cGMP)

Hassanue npoaykra / ®

Name of the prodyct Ticepp 100

Jexapcrsennan ¢$opma /

Pharmaceutical T PACTBOp 1114 BHYTpHBeHHOrO BBEJICHH s
Ho3uposka /

Dose

Tun ynakoskn /

Package type

_ XKenesa [T11] rumpokeun Caxapo3HEIH KOMIIIekC

hmep B \
Jata Ipou3BoacTey /

20 mr/mm, 5 M

aMmmyne (5), ynakopxy SYEHKOBbIE KOHTypHBIe (1), mayku
KapTOHHEBIE

2 2
Date of manufacture 1:.'20&0 . |
Pogen o/ 30112005 ———— _— ]
Expiry date
Paszmep cepun /
Bach size 10 850 ynax.

Crpana nasnavenmg /
Destination county
Perncrpannonnoe Yaocroeepenue /
Marketing authorization
Hopmarugupri AOKyMeHT /
Normative document

Poccuiickas Qeneparns

JICP-008006/10 ot 12.08.2010
(mara nepeodopmienus Py 23.05.2014)

HCP-008006/10~120810, Mam. Ne 1,2, 3, 4, 5,6,7,8,9

Mponssoacrso roropog Campynx ®apmackiotnkns [IBT. Jta., Uanus
MEKAPCTBenHoiT hopmpr /

Finished dosag Jorm manu acturing

3A0 «DapmDuppa «Corexg}?:' POCCPH{




p— 3akpeIToe AKUHOHEpPHOe 061wecTRO «®apm®upma «Corerces

Juyensus na ocywecmenenye npouseoocmea JIC Ne(O0105-71C

C7 N T i o o
5»@’ ] .‘E?Mu

Anpec / Address:
Poccus, 141345, MockoBckas 061, CepmeBo-Hocancmﬂ MYHHLIHNANBKEIR  pajion, CEeTIbCKOe
IOoCeIeHHe Bepeszﬂconcxoe, noc. benukogo, 1. 10, 1. 11, 1. 12

Haspanne A®C/

API name
Ipoussoaurens ADC )
AP manufacturer
Homep cepuu ADC/
API Bach number

Komrneke skeneso caxapara

Ilpaiin Iiparc & ®apma JIta., Ungus

ISLCF20004
ISLCF20006

HaCTOHU.[HM HO,E{TBCP}KJIEHO, 4YTO JaHHas Cepusa 6I:IJIa IpOH3BeneHa H HpOKOHTpOJ]HpOBaHa B
COOTBETCTBUH ¢ JeMCTBYIOUHMY IpaBunamu Hannexaueii HPOH3BOACTBEHHOI] IpaKTHKH
Poccuiickoi Denepanun u TpeboBanusiMu Perucrparmonnoro A0Che, a TaKKE B COOTBETCTRUY co
crenudpHKanus My 3aPeTUCTPHPOBAHHOrO IpoayKTA,

Hoxkymenter no IPOH3BOACTBY (HIpHMEHMMEIM CTagusaM) u KOHTpOmo Kxayecrtna IIPOBEpeHsl u
0n00peHs!.

Jrobs1e oTIOHEHNY PaccieloBaHEl B COOTRETCTRIY ¢ BHYTPEHHUMH npouenypamu u 0no6pens!
Ynonuomogennsivy ITHLOM.

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 contro] are verified and approved.

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

Ynoanomouensoe o ,,11 Buwresckas B.C
3A0 «®apm®@upma «Corekey
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