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Ceeoenus o peaucmpayuy Opeanusayuu; Mexcpationnas uncnexyun Dedeparsnod Hano20604 cayocto Ne 46 ng ‘l ‘

2 Mockse 121 0.2008, OrrPH 102 7700142480, damq npuceoenus QIPH (3. 09.2002. J |
Aopec: 121059, 2. Mockea, yy, Bpsnekasn 0. 12. Tenegpon: 8(495)729-40-04. [
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3ASIBJISIET, yTo |
Aerapemeennoe cpedemen Kypocypep, CYCchensus onsg IHOOMPaxeansnoso s6edenus 80 mz/un 1.5 MA, uarons: | |
(1), Gymaspe (1), nayxu Kapmounvie, pez No JT NO15827/01 om | 4.05.2009 (dama samener 22.03.20] 9), cepus E
1093756, napmus 225 ynakoeox, 200es 90 12.09.2020, npoussodcmea Keesy Dapmayeenuyy CnA., Hnaws, [
Via San Leonardo 96, 43} 22 Parma, ltaly koo OKIIZ2 21,.20.23.1 90, koo TH B2 3004900002, Konmparxm No | i"
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. AEKJVIAPALLM S [IPUHSITA HA OCHOBAHHH |
| cepmugbuxam ananuza Rpouseodumens 95471 om 20, 05.2019, Cepmugppuram coomsememeun cucme | |
- Menedxemenma Kavecmea g Cucmene Q00posoLIOL; cepmughurayuy "“@APM-PErYCTP" Ne POCC '

/ CITDIRII0.K 0019) CPOK Oelicmeus ¢ 16.08.2018 & no 30.09.2019 2, 00O "Oxpyorcnoii Yenmp xonmpons 5

| Kauecmeq” Poccwz,f 115280, - Mocraa, WA Macmeprcaea, 0. 4, am. 5, nom. 1 xom. |, Cepmughuram POCC B
ITOMII.C88135 om 16.07.2019
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CBEJIEHUS O PEFUCTPALIN i

- OPTAH 10 CEPTH®HKA LMY, SAPEIHCTPUPOBABIIN AEKJIAPAITHIO 5 i
| RARU.ITDM]T OPRIAH ITO CEPTH®HKA qun neor VKIHH OBHIECTBO C or: PAHHYEHHOI ]
/ l‘l OTBE TCTBEHHOC;‘T BIO "DOPMAT KAYECTBA" adpec opeanuzayuu : 109428 - Mocwea, [-p Basosciui; |
| | npoesd, o, 3, cmp. 1, adpec opana no cepmughurayuy.: 129626, 2, Mockea, 1-q5 Mb:muu;m:cmﬂ, 0. 25, men.
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CeprahHUKaT aHANH3A

CERTIFICATE OF ANALYSIS n. 95471

& Chiesi L

[Tpoayxr KYPOCYP® ® CycneH3na AnA 3HAOTpaxXeanpHoro BBEAeHN
Product CUROSURF [® g0ma/ml ( 1.5 mL vial)

q 80 mr/mn (1,5 Mn 8O dhnaKonax)

Cepns Jiata npoH3BOACTSA ToleH fo:
BaIt)ch 1093736 Manufacturing date 12/03/2019 Expiration date 12/09/2020
' Tectal \ PeayAbTaThl \ Cneunduraumns
| Tests Results Specification
Onucaxue OT Genoro A0 KeNToBaToro UseTa
APPEARANCE \ Besan cycensud \ cycrieH3ns
Nnentudukauma:
- doconvnuasl | CoOTBETCTBYET CooT8eTCTBYeT
PHOSPHOLIPIDS
- boccop . CooTReTCTBYET COOTBETCTBYET
PHOSPHORUS |
- NlunohunbHLIE genku (SP-8, SP-C) £OOTBETCTBYET COOTBETCTBYET
LIPOPHILIC PROTEINS '
ConepaHne: l
- QBwui docdop | 3,10 Mr/mn 2,59 - 3,87 mr/un
TOTAL PHOSPHORUS
- CypdhaKTaHT nerxon‘;o CBUHBW 125 mr/dnakoH 108 - 132 wr/dnaxoH
PIG LUNG SURFACTANT
- ®ochatugnunxonuH (PC) 72 % 60 - 80 % ot obutero dochopa
PHOSPHATIDYLCOLINE
- ,Elunanmmowncbocﬁ;amnwnxonw (DPPC) 41 % > 28 % ot ofuiero gocdopa
DIPALMITOYLPHOS‘PHATIDYLCHOUNE .
- CopepxaHue nunoc#mnhﬁoro nporenHa SPB 0,49 mr/mn 0,23 - 0,67 mr/mn
SPB !
- CopepxaHve nmnodmnbnord npoteuHa SPC 0,69 mr/Mn 0,31 - 0,92 mr/mn
SPC ‘:
- MUH. NOBEPXHOCTHOE HATRXEHNE 1 MH/M £ 5 mMH/m
MIN. SURFACE TENSION
Yucrora: f
- NzodochaTnanIxXoniH 1,1 % < 8 % o obwero docdopa
LYSOPHOSHA'TIDY\;CHOLINE
- YMeno OKMCNEHH!S | 0,2 <0,7
OXIDATION NUMBER
- CBoGoaHLIE XUPHBIE KUCIOTHI <0,08% < 5.0 % OT Cy%Qro Belectea
FREE FATTY ACIDS :
- Xonectepon 5 < 0,06 % < 0,5 % OT CyXOro BellecTsa
CHOLESTERGL
- TpurnuLepuabl < 0,05 % < 0,5 % 0T Cyxoro Bewecrsa
TRYGLICERIDES
- 3TaHON 0,2 % <0,5%
ETHANOL
- Xnopodopk < 1ppm <10 ppm
|__CHLOROFORM
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Cepruguiar azanu3a

& Chiegy

Mpogykr KYPOCYPO @ Cycniensua gng SHAoOTpaxeanLy
Product CUROSURF;@ 80mg/ml ( 1.5 mL vial)

Cepus 1093756 Iara UPOHIBOACTEA 12/03/2019 lonen po;
Batch Manufacturing dare Expiration date
Peaynbrars
‘ Results

Terpauuxnunm:

- OkeareTpauuknuy Cootsercrayer
OXETETRACYCLINEF

- XnopreTpaymknmy | Cooteercrayer
CLORTETRACYCLINE

* B-TIAKTAMHbIE 3HTUBMOTHRY Cootsercrayer
B-LACTAM ANTIBIOTICS

- CrepunsHocrs Coorsercrayer
STERILITY i

- BakTepuanshbie sHgoTokcmy < 0,48 EU/mn
BACTERIAL ENDOTOXINS

Npoyee;

- pH 6,0

Pazmep uactuy (PARTICLE SIZE):

- <5 Mrm | 94 %

- 210 mKm | 97 %

- [MnoTHocTs: 1,010 r/mn
DENSITY

- Mssnekaemblii obvem: 1,6 Mn
EXTRACTABLE VOLUME

NprMevanne:

Comments

Hara Brinayy;

Kentpons kavecrag
Issued date

Quality Control
Quality Contro| Manag
Dr, Sitvia Abruzzese

May, 20" 2019
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CERTIFICATE OF ANALYS]S R

Qro BBegeHus 80 Mr/mn (1,5 mn go PnakoHax)

95471

12/09/2020

Creuncburayus

Specification
= 0,30 Mkr/mn
s 0,04 Mkr/mn
< 0,008 ME/mn
CooTsercmyeT

= 1EU/mn

50~6,5

290 %
=95%

0,970 - 1,030 r/mMn

2 1,5 mn

$tng Atz
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