JEKJAPALIMSI O COOTBETCTBUHA

& JEKJIAPAHT, NPHHUMAIOL U AEKJAPALIMIO O COOTBETCTBUH
| 340 "AHTEMC CKIAbI" L
Ceedenus o pecucmpayuu opzanusayuu. Mearcpaiionnan uncnexyus @edepanvnoii nanozosoi cmyacdor No 46 no \ ‘
2. Mockee 12.10.2008, OT'PH 1027700] 42480, 0ama npuceoenua OIPH 03.09.2002. i
Adpec: 121059, 2. Mockea, ya. Epscrasn O. 12. Teneghon: 8(495)729-40-04. '
B nuye: I'enepansnuiii dupexmop Haomos C.H.

Hosepennoe nuyo: Koweneea E.IO., ooeepennocmo Ned-15/01-18 om 09.01.18

3ASIBJISIET, UTO

aexapemsennoe cpedemso: Kypocypgh, cyenensus ons andompaxeaivno2o 6eedenun 80 me/mn 1.5 un | paarons
(1), gymuapwt (1), nauxu xapmonnere, pez Ne IT NO15827/01 om 14. 05.2009 (0ama samens 13.08.2018),
Oeticme. PY : IT NO15827/01 om 14.05.2009 (dama samens: 22.03.20] 9), cepun 1091274, napmus 300
ynako6ox, 200en do 19.05.2020, npouseodcmea Koesu Dapmayesmunu C.n.A., Hmanus, Via Palermo 26/A,
43122 Parma, ltaly xod OKIIZ2 21.20.23.190, k00 TH B3/T 3004900002, xonmpaxm Ne CI-UNF-13/14 om
14.11.2013, unsotic No 4000007649 om 15.04.2019

COOTBETCTBYET TPEBOBAHUSM

11 N0O15827/01-020817 uzm. Nel

AEKJIAPALTMS ITPHHSITA HA OCHOBAHHH

cepmuchuxam ananusa npoussodumens 89389 om 15.03.201 9, Cepmughuxam coomeememeus cucmenmp
meHedwemenma xkavecmea ¢ Cucmeme Qo0posonsnot cepmudurayuu "CAPM-PETHCTP" No POCC
ITDKI0.K.00191, cpok dedicmsus ¢ 16.08.2018 2. no 30.09.2019 &, 000 "Oxpyoicnoi yenmp KONINPOis
kawecmea”, Poccun, 115280, 2. Mocxea, ya. Macmepxosa, 0. 4, am. 5, nom. I kom. | . Cepmugpuxam POCC
ITOM11.C83913 om 22.04.2019

(A TEKJTAPALIMHU 22.04.2019 2
VICTBHTEJLHA 10 79.05.2020
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CBEJEHUS O PETUCTPALIMU

! OPTAH ITO CEPTU®HUKALINH, 3APET HCTPUPOBABUIUN JEKJAPALIHIO |
RARU.1IDMII OPIAH 1O CEPT. HOHKALIHH ITPOLVKLHH OBLECTBO C OI PAHHYEHHOH
OTBETCTBEHHOCTHIO "®OPMAT KAYECTBA ", adpec opeanuzayuu ; 109428, 2. Mockaa, 1-vrii Busoscius
npoeso, . 5, emp. 1, adpec opeana no cepmugurayuu. 129626, 2. Mocrea, I-as Meimuyunckas, 0. 23, men.
(495) 783-19-08

JEKJTAPAIIMSI O COOTBETCTBHM 3APET UCTPUPOBAHA M POCC RU J-IT.®MI1.B.21702/19
HATA PETUCTPAUH 22.04.2019
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Ceprutmkar ananusa
CERTIFICATE OF ANALYSIS

89389

Hponykr KYPOCYP® ® Cycnensua

ANS 3HAOTPaxeansHoro ege
Product: CUROSURF ® 80mg/ml ( 1.5 mL vial)

AeHusa 80 mr/mn (1,5 Mn Bo thnaxoHax)

Cepun 1091274 Nata nponssonctsa 19/1172018 [onex no: 19/05/2020
Batch Manufacturing date Expiration date
Tecrsi Pesynerarsi Crieyudurayus
Tests Results Specification

Terpaunnuns;

~ OKCUTeTpaLMKNIH Cootsercrayer < 0,30 Mxr/mn
OXITETRACYCLINE

& x_nop‘re-rpa UMKNMH COUT&ET myeT < 0,04 MRT/ Mn
CLORTETRACYCLINE

- B-TIaKTaMHbIE aHTHEHOTUKN Coorsercrayer = 0,008 ME/mn
B-LACTAM ANTIBIOTICS

- CTepunsHocTb CooTeeTcrayer CooteeTCTBYET
STERILITY

- BakTepuansHsie sHgoToKcuH| < 0,48 EU/mn S 1EU/mMn
BACTERIAL ENDOTOXINS

fpouee:

- pH 6,2 50-6,5

Pa3mep vacTuy (PARTICLE SIZE):

- 55 MKM 95 % 29 %

~ 510 MKM 97 % 2 95%

- MnoTHoCTe: 1,010 rfmn 0,970 - 1,030 rjmn
DENSITY

- M3BnexaeMulii obuem: 1,6 mn 21,5 mn
EXTRACTABLE VOLUME

Npumeuanne;

Comments

MAPAMETPbI:

HE TECTWPYIOTCS,

"Complies”)

Parameters: “Resistance to sedimentation” {Specification: “No change in
and “Abnormal toxicity” (Specification:

were not tested, as the

appearance for at least 5 min after shaking™)
Y are not subject to,

“CEQMMEHTALMOHHAS YCTOWUMBOCTDL” (CNELMOUKALING; "CYCNEH3MS NOCAE BCTPAXMBAHWSA HE AOMKHA
PACCNAWBATLCH B TEYEHUE HE MEHEE 5 MUHYT") 1

“AHOPMAJIIbHAS TOKCU4YHOCTL" (CNEYMOUKALMS: “MPEMNAPAT AOIKEH bbITb HE TOKCHYHBIM")

Hata spinayu:
Issued date

March, 15% 2019

Kositpone kauecraa
Quality Control

Quality Control Manager
Dr. Silvia Abruzzese
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