| JATA IPUHATHS AEKJIAPAIIUH 08.08.2019

AEKJIAPAITIAST O COOTBETCTBUH *

JEKJIAPAHT, IMPUHUMAIOII MU A JAEKJIAPAITMIO O COOTBETCTBHH

340 "AHTEMC CKJIAZIBI"

Ceedenus o pezucmpayuu opzanusayuu: Meokcpaiionnas uncnexyus DedepanvrHoli Han020601 cyorcowr Ne 46 no
2. Mocxee 12.10.2008, OT'PH 10277001 42480, dama npuceoenus OI'PH 03.09.2002. '
Adpec: 121059, 2. Mocxea, yn. Bpsnckas d. 12. Tenechon: 8(495)729-40-04. '
B nuye: I'enepansmerii Oupexmop Hzomos C.H. L
Hosepennoe nuyo: Kowenesa E. IO, oosepennocme Ne®-15/01-18 om 09.0]. 18 :

Aekapemesennoe cpedcmso. Kypocypg, cyenensus dns aHOompaxeanvnozo é6edenust 80 mz/vn 1.5 mn , Qnaxonwr
(1), gymaspe (1), nauku xapmonnsie, pee Ne I N015827/01 om 14.05.2009 (dama samenst 22.03.2019), cepus
1097615, napmus 225 ynakosox, eodewn do 21.11.2020, npouseoocmea Keesu @apmayeemuyu C.nA., Hmanus,
Via San Leonardo 96, 43122 Parma, Ttaly ko0 OKIIZ2 21.20.23.190, koo TH B3 3004900002, xonmparm Ne
CI-UNF-13/14 om 14.11.2013, uneoiic Ne 4000008228 om 05.08.2019 :
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COOTBETCTBYET TPEEOBAHUSIM

I N015827/01-220319

JAEKJIAPAIIUSI IIPUHSITA HA OCHOBAHNM

cepmucguxam ananusa npouseodumens 99144 om 11 -07.2019, Cepmugpuxam coomsememeus cucmemel
MeHeddcmenma xkavecmea 6 Cucmene 006p06oLHOTI cepmupurayuu "PAPM-PETHCTP" Ne POCC
IT®IKI0.K. 00191, cpok deticmaus ¢ 16. 08.2018 2. 90 30.09.2019 2., OO "Oxpyarcroii yenmp xonmpons
kauecmea" (OO0 "OLIKK"), 115280, aMocxsa, yn. Macmeprosa, 0.4, am. 3, nom.I, kom. 1, Cepmuchuxam
POCC IT. ®MI11.C89313 om 08.08.2019

W Kowenera E.JO.

| OPTAH 11O CEPTU®HKALINH, SAPEI'HCTPUPOBABIINI HAEKJTAPALITAIO
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CBEJEHUS O PET UCTPAIINU

OTBETCTBEHHOCTbIO "®OPMAT KAYECTBA", adpec opeanuzayuu : 109428, o. Mocxea, I-wiii Bazoeckuii
npoeso, 0. 5, cmp. 1, adpec opeana no cepmugpurayuu: 129626, 2. Mockea, 1-as Meimuguncrasn, 0. 25, men,
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RA.RU.11®MI1 OPTAH ITO CEPT, HOHKALHH ITPONYKIHI OBLECTBO C OI' PAHHYEHHO [
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HEKJIAPAITMA O COOTBETCTBUH SAPETUCTPUPOBAHA ¥ POCC RU A-IT®MI11.B.33979/19
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NOAMHUCH Pyxosogurens OC




& Chiesi

Ceprudnxrar ananusa
CERTIFICATE OF ANALYSIS

n. 99144

[Tponyxr KYPOCYP® ® Cycnenaus gns o

Product CUROSURF ® 80mg/ml ( 1.5 mL vial)

HAOTPaxXeanbHoro aneheuuu 80 mr/mn (1,5 mn Bo pnakorax)

July, 11% 2019

Dr. Silvia Abruzzese

Quality Control Manager ~
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Cepra 1097615 Jlata npomssonctsa 21/05/2019- Tomen mo: 2171172020
Batch Manufacturing date Expiration date
Tecrsl Pesynbrarbl Cneuyudukayus
Tests Results Specification
Terpauuknmnub: :
= OKCHTETPALMKNUH CooTeercreyer < 0,30 mkr/Mn
OXITETRACYCLINE
- Xnoprerpaumknmy Cootsercrayer < 0,04 mxr/mn
CLORTETRACYCLINE
- B-NaKTaMHbIE aHTUBHOTUKY Cooreetcrayer < 0,008 ME/mn
B-LACTAM ANTIBIOTICS :
- Cmpwnbﬂom COOTB&TtrBYET OOOTBE'[CTByeT'
STERILITY ' .
- BakTepuanbHble 3HAOTOKCHHBI < 0,48 EU/mn < 1 EUfmn
BACTERIAL ENDOTOXINS
Npoyee:
- pH - 6,3 50-6,5
Pasmep yactuy (PARTICLE SIZE): '
- <5 MKM 95 % 290 %
~ <10 MKM .98 % Z95%
- [1NOTHOCTL: 1,010 r/Mn - 0,970 - 1,030 r/mn
- DENSITY y
- VisBnexkaemblii o6vem: 1,6 Mn z1,5Mn
EXTRACTABLE VOLUME '
Mpumevanue:
Coniments i
Hata Bbigavu: Konrpoms kauectsa
Issued date Quality Control

CHIES! FARMACEUTICI S.p.A.

Via Palermo 26/A (Ingresso: via Glacomo Chies! 1)
43122 Parma- | ’
Telefono +39 0521 2791 (20 linee)

Telefax +39 0521 774468
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