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CEPTUOIKAT CEPII

nikapcbkoro 3acoby N8 sig 19.11.2020

1 Hassa npoaykuii «ATOKCIN»
2 KpaiHa Bupo6Huk YKkpaina
3 | Homep peectpayiitHoro nocsigyexHs UA/2616/01/01
4 | Cuna ali nikapcbkoro 3acoby 10,0 r alokcuay KpeMHIo BUCOKOAMCNEPCHOO B (NaKoHi
5 | Nikapcbka popma NOPOLWOK ANS NPUrOTYBaHHSA CycneHsii
6 Po3Mip va Tvn nakysaHHa NoJIMEPHIA DNAKOH B KAPTOHHOMY NaKyBaHHI
7 | Homep cepii Ta po3mip cepii cepia N2081020 s kinbkocti 39690 wT. Nakysaxs NO1
8 | Aara BupobHuyTBa YKosTenn 2020
9 | Aara 3akiH4eHHs TepMiHy npuaaTHoCTI MKosvenn 2023
10 | Aapeca supo6HuuTBa 77300, YxpaiHa, IsaHo-®paHKiBCbKa 06nacTb, M. Kanyw, Byn. 3aBoacbka, 15
11 | Homep niyeHsii cepig AB N2 598033 gig 05.06.2012
12 | BupoBHuk TOB “Opicin-dapm”, 79008, M. fbsis, Byn. Neci YkpaiHku, 43/11A.
po TenedoH: +380 322 970 406, e-mail: orisilpharm.feedback@gmail.com
Pe3yanaTu BVII'IpOGYBaHb
MokasHKkK Bumorn AHA MeToan KoHTponio Pesynerath
Onuc TNerkwit amopcdHnii nopowok 6inoro Konbopy, 6e3 cMaky Ta 3anaxy n. 1 MKA, sisyanbHo Binnosinae
He po3unHnwit y 804/ P, kucnoti xnopucrosogresii Pra Xnopogopmi P.
Po3umnHHiCTL Nerxo po3unHHWiA B NigirpiTomMy Ao (80-85)°C po3unHi HaTpio nér%or:q(:r; rﬂ?; ,:n?alr;m L Bignosigae
rigpokcuay possenexoMy . e
Cra6ineHicTb cycnemsii Cycnensis He NOBMHHA PO3WAPOBYBATUCL Ha NPOTS3I 30 XBUNNH n. 3 MKa Bianosinae
1. MNpenapaT Aae xapakTepHy peakwio Ha cunikaTu. n. 4.1 MK1, A0®Y, supaHHs
2. YTBOPEHHS CUHBOrO 336aPBReHHS NPU 0AABAHHI A0 cycneHsiv 1, n 23.1
Inentndikauis Npenapary pos4MHis aMoHil0 MOMBAATa, KCNOTH WaBNEBOT, KUCIOTU Banceinae
CipY4aHOi, KNCNOTH ackopbiHOBOI. n. 4.2 MKfl, BisyansHo
n. 5 MKA, oY, snpanHs 1,
pH BiA 3,5 o 5,0. OMOBHEHHS 2, n. 2.2.3 4,28
Xnopaw, % He 6inbue 0,025 ns L, BV, supans 1, Merwe 0,025
Cynecbats, % He 6inbiue 0,02 . 7 i A0, Bupanks 1, Mewe 0,02
3anizo, % He 6inblwe 0,006 : g 24';;" AdY, supanna 1, Menwe 0,006
. n. 9 MKA, Aoy, supanus 1,
Baxi meTanu ,% He 6inbwe 0,002 . 2.4.8, weron A MeHuwe 0,002
. . 10 MKA, oY, naaHHs
Al o n ) '
pceH, % He 6Ginbwe 0,0001 1,n.2.4.2, meton A Menwe 0,0001
Brpata B Maci npu n. 11 MKA, A®Y, sngaHHs
BUCYWyBanHi, % He Glnbuie 4,0 1, AONOBHeHHs 2, n. 2.2.32 2,98
. n. 12.1 MK, A®Y, BuaaHHs
Binku: He MeHwe 220 Mr/r B nepepaxyHKy Ha €HOBVH 233,91
Acopbuiiina akTvsHicTs, PepaxyHKy Ha cyxy p Y 1, RONOBHEHHA 2, . 2.2.25
mr/r Hu3komonexynsphi peuoBuHu: He Mewe 5 Mr/r B nepepaxyHky Ha cyxy | M- 12.2 MKS, AOY, Buaans
peuoBiHy 1, fonoBHeHHs 2, n. 2.2.25 13,38
) BuicT SiOz (kpemsilo Aiokcnay) y npoxapeHoMy npenapati NoBuHeH
o
KinbkicHe BusHaueHHs, % Gyt 99,0 — 100,5 %. n. 14 MK, rpasimeTpuyHo 99,83
1 3arasnbHa KinbKICTb @epobHux MIKpoopraHiaMis (TAMC) - He Ginble 1 Bianoslnae (menwe 20
10°K¥O Ha 1 r n. 13 MKf, AdY, BugaHus xvoin
. ’ i
Mikpo6ionoriuHa uncrora 2 3‘"‘”’"”"‘3 KinbKicTs Apbk/pKoBMX Ta nnicHsBuX rpubis (TYMC) - ne 1, nonosHeHHs 4, nn. 2 Bianosinae (mewwe 20
Ginbwe 102 KYOHa 1 1 2.6.12, 2.6.13. S.1.4 KYO/r)
3 B 1 r npenapaTy He JONYCKAETLCS HAABHICTD 6akTepit Esherichia TS STy St
coli, Pseudomonas aeruginosa i Staphylococcus aureus. _ 3 BIANOBIAAE (e swmsnenc)
BMicT ynakosk i i G mxm@wwy Bua. 1 o
y ] Maca aMmicty ynakosku sarow 10 r nosvHHa 6y 8in 9,25r po 1‘9,7@/\-——?\ 4, 0. 2.9.5 Bignosinae

3asBsa npo ceprudikauiro: «Ljm g CTBEPAXYIO, U0 HABEJEHA HIKYE IHgD
BHPOGAIEHO HA BALEISIHAYCHIV AUTbHALI T3 1DOBEREHD KOHTPOSIb i3 FKOCTL Y/ 1 41
PErYNIATOPHNM OPIaHOM, a TaKOX BifII08IAHO 40 CEUNPIRALIT; a{o‘w/crﬂrbm yg:
78 aHa/i3iB 6ys10 NEPErNAHYTE T3 BCTAHOBNIEHD swnoswmm/

Y& BoYHOI. Liro Cepiro npogykTy 6yno
C ﬁ GMP, BCTAHOBTIEHUMH MICLIEBUM

YroBHoBaxeHa a /(

Boxpeueo 1 M ;
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