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J NEKJAPAIIASI O COOTBETCTBHU i

JIEKJTAPAHT, NPUHUMAIOUIMI JTEKJIAPAIIMIO O COOTBETCTBHH |
34O "AHTEMC CKIIAZBI ‘
Caeaenus o peeucmpayun opanuzayuu: Mesxpatonsas unenexius Dedepansron na1020601 CAYHCOLI No 46 no |
- Mockee 12.10.2008, OFPH 1027700142480, dama npuceoenus OIPH 03.09.2002. |
Aopec: 121059, 2. Mockea, yi. bpanckas 0. 12, Tenedhon: 8(495)729-40-04. |
B e enepanonviti oupexmop Hzomos C.H. !
Llosepennoe auyo: Koweaesa E.10., doseperinocms Nep-15/01-18 om 09.01.18

JASB/BIET, YTO | |
werapemeennoe cpedemeo. Kypoeypeh, cyenensus 01 21100mpaxeaiviioo gsedenus 80 ma/mn 1.5 wa, haakons
(1), dpymaspor (1), nausu kapmonnwie, pee Ne NO15827/01 om 14.05.2009 (dama 3asenst 22.03.2019), cepus

1103242, napmus 1000 ynaxosox, eoden 0o 16.03.2021, npousgoocmsa Kvezu Qapyayeemuywu ConA., Hmauo,
Vi San Leonardo 96, 43122 Parma, Ttaly kod OKITH2 21.20.23.190, koo TH B3/ 3004900002, konmpaxm N |
CI-ERS-13/14 am 14.11.2013, unsotic Ne 4000008674 om 07.11.2019 !

COOTBETCTBYET TPEBOBAHHUSIM

[T N013827/01-220319

JIEKJIAPAIINASI MPHHSATA HA OCHOBAHHH

cepmuchuxam anaauza npouscooumens 104785 om 23.10.2019, ‘epmghuKan CoomEememeus CuCmeMb
eneosevtenma xawecmea a Cremee dobpososnon cepmudpurayun "PAPM-PECHCTP" Ne POCC

11 R0 K 00221, cpor detiemeus ¢ 01.10.2019 & 0o 01.10.2022 2., QOO "Orpyxcron jenmp koumpoia L
weivemea” (000 "OLIKK™), 115280, 2. Mockea, ya Macmepxosa, 0.4, om. 5, nom. 4, kom. 1, Cepmugpuram
POCCIT.OMIL.CY4402 om 13.11.2019 ;

JIATA IPHHSITUS JEKJIAPALLIAM /3.11. 2019
‘ jllCI{Jl.L\I’A[.ll-’ISfE@ﬂC’I’BHTEJILIiA JO 16.03.2021
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OPIAH IO CEPTHOHKAIINH, 3APETMCTPHPOBABIIHIA }lEK.HAPAIIHIO !
R4 RUIIDOMI] OPTAH 10O CEPTHOHKALIHH ITPOIVKIHH OBIIECTBO C OI'PAIR (9,

npoesd. 0. 3, emp. 1, aopec opeana no cepmuchuxayuu: 129626, o Mockea, 1-as Muimuguncras, 0. 23, men
(495} 783-19-08

JNERJAPAIHS O COOTBETCTBHH 3APECHCTPHPOBAHA M POCC RU J-IT.@M11.B.45977/19
JIATA PETMCTPAILUUN [3.11.2019
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C/Chiesi

Ceprubdurar ananuia
CERTIFICATE OF ANALYSIS

n. 104785

[ponyxr KYPOCYP® @ Cycnensus Ans sHpoTpaxeasbHoro seefedus 80 mr/mn (1,5 mn Bo dhnakoHax)

' Product CUROSURF @ 80mg/mi ( 1.5 mL vial)

Cepun Jlata npoussoacTna

[Cosen no:

1032 g . /03/202
Batch | el Manufacturing date 16/09/2019 Expiration date GAHETE
TecTbl PesynbTaTthbl Cneunduraumns
o Tests Results Specification
| Onucanue OT Genoro A0 XenTosatoro userva
 APPEARANCE BB QrenRiRiR Cycnensus
{ naenTudukaymn:
- Goconunuas! CoCTBETCTBYET CooreercrayeT
PHOSPHOLIPIDS
|- dochop CooTseTcrByeT COOTBETCTBYET |
PHOSPHORUS i |
| - NunoduneHele Genku (SP-B, SP-C) COOTBETETRYRT e L |
|_LIPOPHILIC PROTEINS B ]
' Copepratue: |
| - OBumi dbocdop 3,08 mr/Mn 2,59 - 3,87 mriMn ;

TOTAL PHOSPHORUS

| - CypharTaKT Nerkoro CBUHLM
PIG LUNG SURFACTANT

- GochaTuannxonuH (PC)

PHCSPHATIDYLCOLINE

| - AunanemMuTonndgocharnannxonmn (OPPC)

| DIPALMITOYLPHOSPHATIDYLCHOLINE

| - Conepxanue nMnoduILHOro npoterta SPB

| SPB

|- Conepwanue nunoduabHoro npotenHa SPC
SPC

119 mr/cbnakor
72 %
46 %
0,50 mrfmn

0,70 Mr/mn

108 - 132 mr/¢pnaxon

60 - 80 % ot obuero ocopa i
2 28 % ot obwero gpocdopa ]
0,23 - 0,67 Mr/Mn

0,31 -0,92 Mr/Mn

| - MiH, NOBEPXHOCTHOR HATMEHUe 1 MH/M < 5 MH/M
|__MIN. SURFACE TENSION
| Yucrora:
I - N30ochaTHANNXONIMH < 0,7 % < 8 % ot obuwero ¢ocdopa
LYSCPHOSHATIDYLCHOLINE
- MI1CNO OKWUCNIBHWA 0,2
OXIDATION NUMBER
| - CBoGOAHbIE MUPHbIE KNCNOTbI 0,1% <
FREE FATTY ACIDS
| - Xonecrepon < 0,06 % s
| CHOLESTEROL
[~ Tpurnuuepugsl <0,05% =
| TRYGLICFRIDES
- 3TaHon 0,2 %
ETHANOL
|- Xnopogopt L ppm
CHLOROFORM

CHIEST FARMACEUTIC! S.p AL
Voa Paletimo 26/A (Ingresso: via Giacomo Chiesl 1)

431
Telefono +39 05212791 (20 linee)

Telefax +39 0521 774468

Codice Fiscale e Pattita IVAIT 01513360345
Parma - | Cap. Soc. Euro 75.000.000
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C:Chiesi

Ceprugukar anajuia
CERTIFICATE OF ANALYSIS

n

104785

l_l'p'o_:{;i{'é"_“}_(YPOCYPQJ ® Cycnedavua AN 3HaoTpaxeansHoro seenedusa 80 mr/mn (1,5 mMn Bo (hiakoHax)
Product CUROSURF @ 80mg/ml ( 1.5 mL vial)

Cepst 1103242 lava npoussoactsa 16/09/2019 onen no: 16/03/2021
Bateh Manufacturing date Expiration date
TecTol PesynbTaThbl Cneyunduraynsn
Tests Results Specification
TerpaumkauHbe:
|- OKeUTeTpaunKnuH CooTBETCTEYET < 0,30 mKr/mn
OXITETRACYCLINE
- XNOPTETPAUMKAMH CootaercreyeT < 0,04 mMir/mMn
CLORTETRACYCLINE
|- B-nacTaMHbie aHTUBHOTIIKN CooTBeTCTBYET < 0,008 ME/mn
B-LACTAM ANTIBIQTICS
- CTepUNBLHOCTL CooTeetcTByeT CoarseTcrayeT
STERILITY )
- BaKTepuansHbie 3HAOTOKCUHI < 0,48 EU/Mn < 1 EU/mn
| BACTERIAL ENDOTOXINS
| Mpouee:
{- pH 6,1 50-6,5
| Pazmep uactuy (PARTICLE SIZE):
|- =5 MKM 95 % =90 %
|- <10 MKM 98 % >95%
- MNOTHOCTL! 1,010 r/mn 0,970 - 1,030 r/mn
DENSITY
- N3snerkaemblit 06beM! 1,6 mn z1,5mn
EXTRACTABLE VOLUME
Mpumevanue: o

Comments

i

| JlaTa pLiain;
Issued date

|

|

i QOet, 232019

Konrpoan kauecroa
Quality Control

Quality Control Manager
D, Sitvia Abruzzese

() _
| \ Ko~ /\[ Pt ey

CHIESI FARMACEUTICE S.p A

via Palermo 26/A {Ingresso: via Glacomao Chiesl 1)
43122 Parma - |

Telefono +39 0521 2791 (20 lince)
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