AEKJIAPAIINSTI O COOTBETCTBUH

AEKJIAPAHT, IIPUHHMATOII UiT AEKJIAPAITHIO O COOTBETCTBUH

340 "AHTEMC CKJIAZbI"
Ceedenus o pezucmpayuu opeanusayuu: Meoacpationnas uncnexyus @edepanvroil Hanozoeoii cayaicivt No 46 no

2. Mockee 12.10.2008, OT'PH 1027700142480, dama npuceoenus OI'PH 03.09.2002.
Adpec: 121059, 2. Mocxea, yn. Epanckas 9. 12, Teneghon: 8(495)729-40-04.

B nuye: I'enepanvuoiii dupexmop Hsomoe C.H.
Hosepennoe nuyo: Kowenesa E.JO,, dosepenrocme Ned-15/01-18 om 09.01.18

3ASABJSIET, YTO
Aexapemeennoe cpedcmeo: Kypocypeh, cycnensus onn sHOOmpaxeansiozo esedenus 80 me/mn 1.5 ma, @raronn
(1), gymnape: (1), nauxu kapmonnwre, pez Ne N015827/01 om 14.05.2009 (dama samenwv: 22. 03.2019), cepus :

1101588, napmus 540 ynaxoeox, 200en do 04.01 2021, npoussodcmea Keesu @apmayeemuuu C.n.A, Hmanus,
Via San Leonardo 96, 43122 Parma, Italy koo OKII2 21,20.23.1 90, koo TH B3 3004900002, Kxonmpaxm No
CI-UNF-13/14 om 14.11.2013, ungoiic Ne 4000008523 om 17.10.2019 St

COOTBETCTBYET TPEBOBAHUSIM
IIN015827/01-220319

JAEKJIAPAITUST ITIPUHATA HA OCHOBAHUH
cepmugpuxam ananusa npouseodumens 101644 om 07.10.20] 9, Cepmughuxam coomeememeus cucmemor

Menedemenma kavecmea 6 Cucmene do6poeonshoii cepmupuxayuu "OAPM-PETHCTP" Ne POCC
IT ®)K0.K.00221, cpox deticmeusn ¢ 01.10.2019 2. do 01.10.2022 2., 000 "Oxrpyaicnoi yenmp xonmponsii
kavecmea" (OO0 "OLKK"), 115280, 2 Mockea, ya. Macmepxosa, 0.4, am. 5, nom.I, xom. 1, Cepmugpuxani:POCC

IT.OM11.C92849 om 21.10.2019 :

W Kowenesa E.IO.

no,unuc(/ D.H.0

ANTEMMERRA DL =\
ITENS AR A0S,

&
(+]

CBEJIEHUMSI O PETUCTPAIINU i o

OPT'AH I10 CEPTHO®HKAIINH, 3APETHCTPHPOBABII U AEKJIAPAITHUIO
RA.RU.11®OMII OPTAH I10 CEPTHOHKALHH IIPOAVKIHH OFLJECTBO C O PAHHYEHHOH
OTBETCTBEHHOCTBIO "® OPMAT KAYECTBA ", adpec opeanusayuu : 109428, 2. Mockea, I-viii Basoscruii
npoeso, 0. 3, cmp. 1, adpec opzana no cepmugpurayuu: 129626, 2. Mockea, 1-as Moimuwunckas, 0. 25, men.
(495) 783-19-08

AEKJTAPATINSL O COOTBETCTBHMU 3APETUCTPHUPOBAHA Ao POCC RU J-IT.®M11.B.42683/19

HATA PETUCTPALIAN 22.70.2019

Wﬁ Spowenko M.A,
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& Chiesi

CepTudukat aHannsa
CERTIFICATE OF ANALYSIS

n. 101644

Ipoaykr KYPOCYP® ® CycneHsus ans sHaor

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

Cepus Jata npovssoacrsa

paxeanbHoro seeaeHus 80 mr/mn (1,5 mn so hnakoHax)

oneH mo;

Beehi, V1988 Manufacturing date R Expiration date R
TecTbl Pe3ynbrarbl Cneundukayus
Tests Results Specification
Onwucarue Ot Genoro o xenTosaTore LseTa
APPEARANCE Benas cycneHsuns ncycneﬁaun u
MnenTugukaims:
- ®ocdonmnuasl CooTBETCTBYET CooTBeTcrayer
PHOSPHOLIPIDS '
- ®octhop CooTseTcTByeT COOTBETCTBYET
PHOSPHORUS :
= NlunodmneHele Genku (SP-B, SP-C) CoOTBETCTBYET COOTBETCTBYET
LIPOPHILIC PROTEINS
Conepxanue:
- 06wwuit docdop 3,21 mr/mn 2,59 - 3,87 mr/mn
TOTAL PHOSPHORUS

- CypdakTaHT Nerkoro CBMHLM
PIG LUNG SURFACTANT

118 mr/pnakoH

108 - 132 mr/dnakoH

- GocdatuannxonuH (PC) 75 % 60 - 80 % ot oBuero hocdopa
PHOSPHATIDYLCOLINE

- Aunanemutonndocdarnaunxenmn (DPPC) 42 % 2 28 % ot obuiero docdopa
DIPALMITOYLPHOSPHATIDYLCHOLINE

- CopepsaHue nunodunsHoro npotenHa SPB 0,49 mr/mn 0,23 - 0,67 mrfmn
SPB

- Conepxanve nunodunbHoro npotenHa SPC 0,70 mr/mn 0,31 - 0,92 mr/mn
SPC

= MMH. NOBEPXHOCTHOE HaTaXeHWe 1 MH/M < 5 MH/M
MIN, SURFACE TENSION '

Yucrora:

= Nusoocchatannxonmn 0,7 % < 8 % ot oBuwero. trocchopa
LYSOPHOSHATIDYLCHOLINE

- Yucno oxucnexns 0,2 £0,7
OXIDATION NUMBER

- CBOGOAHBIE KUPHBIE KUCAOTbI 0,1 % = 5.0 % or cyxoro seujectsa
FREE FATTY ACIDS :

- Xonecrepon < 0,06 % < 0,5 % ot cyxoro BeuwecTea
CHOLESTEROL ‘

- Tpurnuuepuab! < 0,05 % < 0,5 % or cyxoro Beljectaa
TRYGLICERIDES

- 3TaHon 0,2 % s 0,5 %
ETHANOL e

- Xnopogopm < 1ppm £ 10 ppm
CHLOROFORM
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G Chiesi

Ceprutuxar anannsa

CERTIFICATE OF ANALYSIS n. 101644

TTponykr KYPOCYP® ® CycneHsus Ans sHA0TPaxeanbHoro BBeAeHus B0 Mr/mn (1,5 mn Bo nakoHax)
Product CUROSURF ® 80mg/ml ( 1.5 mL vial)

Cepus 1101588 Jara nponssoacTea 04/07/2019 ToneH no: 04/01/2021
Batch Manufacturing date : Expiration date
TecTbl PesynbTarsi Cneundukayus
. Tests - Results Specification
TerpauukavHbL; -
- OKkcuTerpauvkimH CooTsetcrayeT < 0,30 mkr/mn
OXITETRACYCLINE
- XNOpTETpaLMKANH CooTeeTcTByET < 0,04 MKr/mn
CLORTETRACYCLINE
- B-NAKTaMHbIE aHTUBUOTUIM Cootsercrayer < 0,008 ME/mn
B-LACTAM ANTIBIOTICS
- CTEpUNBHOCTD Cootsercrayer CootsercreyeT
STERILITY
- BaKTepuanbHble 3HAOTOKCUHB! < 0,48 EU/mn < 1 EU/mn
BACTERIAL ENDOTOXINS
Mpouee;
|- pH 6,1 50-6,5
Pasmep vactuu (PARTICLE SIZE): .
- <5 MKM 96 % 290 %
= £10 MKMm 98 % 2 95%
- MNOTHOCTb: 1,010 r/mn 0,970 - 1,030 r/mn
DENSITY e ’
- W3BneiaeMblit 06vem! 1,6 mn 2 15mn
EXTRACTABLE VOLUME
NpuMeyaHue:
Comments .

HMata uinaun:
‘| Issued date

Oct, 07" 2019

IConTpons xauecTpa
Quality Control

Quality Control Manager
Dr. Silvia Abruzzese

T .
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