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(imMep perttcTpau:ttoHttoro y,nocToBepemrn ne,mpcrneHHoro npenapa1la') 
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aHe IepaTe1 (B1a/1e.1La) 
TpaOHnoro y,10CTOBepeH 
pCTseuuoro npenapaTa 

- - - 
C MeCTOHaXOIIeH IepKaTe.1 
_ eJibQa} per.nCTpaunouuoro YJJ.OCTosepemrn 
CTBeuuoro npenapaTa 

1'Mfij] 
' I f /! 

000 ")],»<OHCOH & Jkonco", ,0CC11,},I 
Ill/fl 
I /Ir 

ltJfff! 
121614, r. MocKsa, yn1. Kp1aTcKa, 1. 

_ . aTa rocyJJ..apcTseuuoii pernCTpaunu 
] erapcrennoro npenapara 

' : ' CpoK .i.eiiCTBKH perHcTpaQHOHHOro 
: YJJ..OCTOBepeHHH JieKapCTBeHHoro npenapaTa 

07.07.2017 

31.12.2025 

. )].aTa. BHCCCIIHH H3MCHCHHH B perucTpaQHOHHOe 
, • yJJ.oCTonepeuue JieKapCTneuuoro npenapaTa 

, (µ-aTa 3aMeHbt perncTpauuouuoro 
' JJI.OCTonepeuun JieKapCTneuuoro npenaparn) 
,,;1----------_;;. __,.._ .....,~;;i:z;i 

27.12.2022 

I1mjJopMar.u,rn o 3aperHcTp11poBaHH0M ne1rnpcrBeHH0M npenapare: 

• ToproBoe HaMenoBanue 
' - 

': :: M'e,KJJ.yuapOJJ.HOe uenaTeHTOB8HHOe, HJIH 
• (j:l_ynnnpoBO'IHOe, HJIH XHMH'IeCKOe 
~ H;tHMCHOBanue 

)],ap38JICKC 

I<0HU,eHTpaT ,Lim! nplff0TOBJJeHHH _pacrnopa ,LlJl5J, 
11mjJy311i-i 

20 Mr/Mn1 

t:.i\alfCCTBCHHblH COCTaB H KOJllt'ICCTBeHJ{blH COCTaB J).CHCTBYIOIQHX nemeCTB H Ka•1eCTBCHHb,ii 
~COCTaB BCOOMOraTCJibHbIX semecTB ¥_ 

f,qapaTyMyMa6 20 Mr, BC□0M0raTeJibHble BelJ.(eCTBa (yKcycttaH I<HCJl0Ta JJe,LlHH8H, HaTpHH ·ar_.ieta~a 
1;TI)Hrfl,Llp8T, HaTpHH XJJ0p11,Ll, M8HHHT0JI, TTOJJHCOp6aT-20, B0,[18 ,LlJl.H HHbeI<U,HH) . ·, 
/! .. . 
PopMa BycKa (eKapcrena popMa, 
fi,!J.O(HlpOBKa, nepBH'IHaH ynaKOBKa, KOJIH'ICCTBO 
,1.'JJtKapCTBeHHOH 4>opMbl s nepBlf'IHOi:i ynaKOBKe, 
', lwo:µn,•1eol'JJO nepsu•rnoii ynaKOBKH B 
, -no;rpe611TeJI

1
bCKOH ynaKOBKC, KOMOJICKTHOCTb) {, ' 

a. 
K0HU,eHTpaT ,LlJl.H np11roTOBJJeH11H·paCTBOpa.ipf 
by3nii, 20 Mr/Mun (b1aKo) 5.0/20.0 Mn 1 

(Il84K8 K8pTOHH8H); s ~-::S:::: 
ynaI<0BI<a "in bulk": , s~~ 

...,_-.....,;. '...,;,,,,:.-......; 
K0Hl,leHTpaT i'J,Jl.H np11roTOBJleH11a.paC-1:BUp 
by3nii, 20 Mr/Mun (b1aKon , 

I<apTOHHb!H) 

JIIT-004367-27 I 222 



Cunar AT, IIIBeiitapl 
Cilag AG, Switzerland 

Car AT, IIIpeiirap1/ 
Cilag AG, Switzerland 

Cnnar AT, IIlBeiiap1/ 
Cilag AG, Switzerland 

JihMHHHCTpa 

CTpamrua 2 perncTpaUH0HH0fO y,n:oCTOBepeHH5I N2 nII-004367 

.UpoH3B0tl,CTBeHllbie UJIOUJ.atJ,I~H, Y'laCTBYIOUJ.He B npouecce npoH3B0tl,CTBa JieKapcTseuuoro 
rrpenapaTa, e yKa3aHeM cTaii np013BocTBa, Ha3BaHi II lfJaKTH'IeCKHX at1,pecon 
MeCTOHaXO:iKp.eHIIH 

llpou3rJoocmBo 20m0Boii J1eKapc111Bem1ozi cpopMbi - 
sse-201, 8i00 Schaffuausen, Switzerland . --..:- 

se'iO.i, 8200 Schaffl1ausen, Switzerland 
-.- 

JJ.i,/bmpe6umeJ1bc1<aR ynmwBKa O6mecTBO c orpatt119ettttof1 0TBeTCTBeHH0CThIO , 
-:_-=-_ "HattoneK" (000 "HattoneK"), Poccmi 

o6rrac:rh_,_ Op11qescKm1 Mym1u.11nanhHhIH pai1ott, JiesHHCKoe roponc1<0e ,noceneHHe 
~HG}<l1H. 1<0MnneKc HAHOJIEK Tepp11rnpm1 

neo (Bonyckaounu kompor Cinar AT, IIIBeii1uapn/ 
~--0- Cilag AG, Switzerland 
- 201, 8200 Schaffuausen, Switzerland 
-- 
ne.~b (Bb1nycKa10111uzi KoHmpo.T/b O6mecrno c orpatt11qem-1oi1 ornen:i~eHH0CThIO 
/ "Ha1-10neK11 (000 "HaHOJleK"), Poe_cxsi. - 

·06J1aCT1,, OpH9eBCKHM. MYHHI.].Hl1aJihHblH paHOH, JleBI-IHCKOe rop0,!lCK0e •• :•,··. ·- 
HHC·KHM 1~0Mrrrretcc HAHOJIEK Tepp1uop1rn ,:.: , -- 
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