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.Ll:aTa BneceunH HJMeneuuii B perncTpauuouuoe 
YA0CT0Bepeuue JJeKapcTBeuuoro npenapaTa 19_06_2023 (~aTaJaMeHbtperncTpauuouuoro 
YA0CT0BepeunH JJeKapcTBeuuoro npenapaTa) 

Hmj>opMaI.UUI 0 3aperHCTJ)Hp0B8HH0M neKapcTBeHH0M npenapaTe: 

Toprosoe H8HMeH0B8HHe OncaMnT® 

M~~yuapoAnoe uenaTeHT0Bauuoe, HJJH 
r·pynnupoBo•rnoe, HJJH xnMnttecKoe 
HaMH0BaH 

Mau,HTeHTaH 

Jle~apCTBCHH8H <j>opMa Ta6neTKH, Il0KpbIThie nneH011H0H o6onotJKOH 

10 Mr 

- lfattect·BeHHblH C0CT8B H K0JJH'leCTBeHHblH cocTaB eiicTByHOIIIX BeIIIeCTB H KaIeCTBeHHLi 
-- C0CT8B BCri0M0raTeJJbHblX BemecTB 

MaITeHTaH I 0.00 Mr, acnoMoraTeJihHbie aemecrna (naKT03hI Mouorn,npaT, u,enmon03a 
II' 1;MHKpoKpHCTa,JTJIHtJeCKal! PH 101, Kap6oKCHMeTHnKpaxMan H8TJ)Hll (rnn A), IlOBH,D:OHK-30, M8rHHll . 
creapaT, non1cop6aT 80, IJIeHOHa1 060104Ka [Onanpaii 6en1i (Opadry@ AMB white) - = 4.. 1 G a ( +, EE / Il0JI,HBHHHJI0BbnI CI1HpT, tJ8CTHlJH0 rn,np0JIH30B8HHbnI, THTaHa AH0KCHA, TanbK, neUHTHH coeabm ,-=::::::::: 
I I I 1 
KCaHTaH0Ba KaMeJL)]) 

I [Popa BLIycKa (IeKapcrBeHHa p0pa, 
f/ A03Hp0B1'8, nepBH'IH8H ynaK0BKa, K0JJH'leCTB0 ff JJeKapCTB~uuoii <j>opMbI B nepsuttuoii ynaK0BKe, 

K0JJH'leC'J'B0 nepBH'IH0H ynaK0BKH B 
UOTpe6ureJJbCKOH ynaK0BKe, KOMUJJeKTHOCTb) 

Ta6JieTKH, Il0KpblTbie nneHOlJHOH o60_llQ_lJKOH, lo~}: 
(6JIHCTep) 7 X 4 (na11Ka KapTOHHall) _: 
rn6neTKH, noKpbIThie nneH0tJH0H 06011011Kott, IQ Mf- 
(6nHcTep) 15 x 2 (natJKa KapTOHHall) - : • 

PeKBHJHTbl HOpM,3THBH0H ,D:0KyMeHT8UHH JlTI-0033 I 0-300519 



IlpOH3B0)1.CTBeHHble OJ101U3.11.KH, yqacTBYIOIUHe B npouecce npOH3B0.ll.CTBa JleKapCTBeHHOro 

npenapaTa, C YK333HHeM CT3.11.HH npOH3B0)1.CTBa, H33B3HHH H it>aKTH"leCKHX a.11.pecoB 

MeCTOH3XO;K)J, eHHSI 

3Kcenna fM6X 11 Ko. Kr, fepMamn1/Excella 
GmbH & Co. KG, Germany 

TTaTeOH ct>paHc, ct>paHu11»/Patheon France, France 

3aMecrTe Mnucrpa 

IIpou3so0cmso aomosou nexapcmsenoiu bopMl 

Nuemberger Strasse 12, 90537 Feucht, Germany 

llepeu'IHC1R ynaKOBKa TTaTeoH ct>paHc, ct>paHu11»/Patheon France, France 

40 boulevard de Champaret, 38300 Bourgoin-Jallieu, France 
1----------------------.-----------------------I• I 
Bmopu'IHC1Rlnompe6umenbcKC1R ynaKOBKa 

40 boulevard de Champaret, 38300 Bourgoin-Jallieu, France 

Ipous3so0umen (BunycKarouyui Konmpon 
Kauecmsa) 

Gewerbestrasse 16, 4123 Allschwil, Switzerland 

AKTeJIHOH ct>apMaCbJOTHKaJI3 JlT.11.., 
illBefiuap11»/ Actelion Pharmaceuticals Ltd, 
Switzerland 


