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LOT No.: 28004779 page 1/2
Cepusa No: 28004779
ANALYSIS CERTIFICATE
AHAJIMTHYECKHH MMACITOPT
TESTS/ITokazaTenu SPECIFICATIONS/ RESULTS/Pe3ynsratsl
CIIEITHODHKAILIHS
Appearance Clear colorless* liquid with a slightly conforms
sulphureous odour.
*However on opening the ampoules
and afier contact with the air the
solution may develop a very slightly
pink-violaceous coloration,
Onucanxe Ipo3patHas GecuBeTHAA™® XKHAKOCTb CO COOTBETCTBYET
cabbIM CEPHBIM 3aIaXxoM.
*TTocne BCKpBITHA aMITyJibl IPH
IUTMTENBHOM KOHTAKTE ¢ BO3IYXOM
MOXET NOANLATECA cabuiif pososo-
(buoneToBbIf OTTEHOK.
Identification of Acetylcysteine Positive conforms
TMoanHHHOCTE ALETHILMCTENHA MOJIOXKHTEJILHO COOTBETCTBYET
pH From 6,2 to 7,2 6,6
pH Or6,2107,2
Color of solution* Colorless *or not more reference
solution 6b conforms
L{geTHOCTH pacTBOpa* Homken GbiTh GecLBETHBIM *IWIH He COOTBETCTBYET
OpeBHIATh OKPACKY 3TalloHa 6B
Clarity of solution Clear as compared with water for conforms
IIpo3pauHocTs pacTBOpa infections COOTBETCTBYET
JomieH 6bITh MpO3padHbIM 110
CpaBHEHHIO ¢ BOXOM [UIA HHBEKLIHH
Particulate contamination* Product has to be free from visible conforms
particles
MexaHHYeCKHE BIJTIOYEHHA* [penapart jomkeH ObITh cCBOGOAEH OT COOTBETCTBYET

BHAUMBIX YaCTHI]
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3AMBOH C.I1.A. Utanus
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CONTROL QUALITY LABORATORY ANALYSIS Ne 040000205679 Date: 18/11/2019
JIABOPATOPUSA KOHTPOJIA KAYECTBA 040000204055 11/11/2019
Ne Ananmza 040000205679 Hara: 18/11/2019
0400002004055 11/11/2019
Mfg, date: 09/2019 Exp. date: 09/2024
Hara usrotopnexus: 09/2019 Cpok rogsocti: 09/2024

PRODUCT: FLUIMUCIL solution for injections and inhalations 100 mg/ml in ampoules 3 ml No.5
[Mponykr: OryHMyLWI pacTaop aAns UEbeKIu 1 HHranauui 100 mr/ma no 3 mu B amnynax Ne5

LOT No.: 28004779 page 2/2
Cepusa Ne: 28004779

ANALYSIS CERTIFICATE
AHAJIMTHYECKHM [MACIIOPT
TESTS/TlokazaTenu SPECIFICATIONS/ RESULTS/Pe3ynbrarst
CITELIMDHK AL S
Related substances
IMocToponHKe npumecu
Cysteine Not more than 1,0 % conforms
Lucreun He Gonee 1,0 % COOTBETCTBYET
Cystine Not more than 0,5 % conforms
Luctun He Gonee 0,5 % COOTBETCTBYET
N, N'-diacetylcystine Not more than 1,0 % conforms
N,N’-quaueTHnuucTun He 6onee 1,0 % COOTBETCTBYET
N.S diacetylcysteine Not more than 1,0 % conforms
N,S-auauerunuucrens He 6onee 1,0 % COOTBETCTBYET
Exctractable volume Not less than 3 mi complies
HomuHansHeii 06bem He menee 3 mn COOTBETCTBYET
Bacterial endotoxins Not more than 3.33 E.U./ml conforms
BakrepHanbHble IHAOTOKCHHEL He Gonee 3,33 E3/mn COOTBETCTBYET
Sterility Sterile conforms
CrepHibHOCTE [Tpenapat nomxeH OBITE CTEPHILHBIM COOTBETCTBYET
Acetylcysteine assay From 285,0 to 315,0 mg/3ml mg 296,7
(95-105% of labelled Acetilcysteine (99% o.d.)
content)
KonuwecTreHHoe conepxanne Ot 285,0 1o 315,0 Mr/3 mn Mr 296,7
ANETHTUHCTEUHA (95-105 % oT yka3aHHOTO Ha ITHKETKE) (99% 0.d.)

*Tests were included in accordance with ISQCMP requirements/ mokasaTe M BKITIOYEHbI TIO tpebosanmo UCKJIC

THE LOT No. 28004779 COMPLIES WITH THE ALL ABOVE-MENTIONED SPECIFICATIONS.
CEPHA Ne. 28004779 COOTBETCTBYET BCEM BbILIEVKA3AHHbBIM CIIEUU®HKALIMAM
Seal (ITeyats) A

Manager of Control Quality Department
3aBeny10Mii OTAENIOM KOHTPOJIS KavecTBa

ZAMBON S.pA.
i S

s

Zamhan SpA
. — NS Stabilimento Farmaceuti
o T i | Via della Chirnica 9 - 361
|

Direzione e ammmistrazione / Sede legale
Head Office / Registered Office

Via Lillo del Duca, 10

200897 Bressa (M) - Italy

Tel +39 02 685 24 Fax -+39 02 665 01 492
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Puzuko-xumuueckas jaboparopus

000 «TJ «Ieabman

Alpec oCyUleCTBIEHHS IEATENbHOCTH!

142290, Poccua, Mockosckas obaacts, T. [TywrHo, ya. ['py3osas, 4.8, tax |
(koM, Ne3.0; Ne3.4; Ne3.5; Ne3.6; Ne3.7/a; Ne3.7/6; Ne3.8; Ne3.9; Ne3.10;
No3, 11; Ne3.12; Ne3.13; Ne3.14: Ne3.17)

td-delma@mail.ru
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HPOTOKOJI UCHTBITAHMI No 14955 ot 09 nekaGpsi 2019 coas”

CaejcHIIf 0 cpeacTBax
HIMEPeHHs

Hoanoe nauMenoRanne
obpasua (npolnt)
NPRAYKITN

DuyuMyinn® pacTeop M HHbeKii 0 Huransuni 100 Moy (amnyna) 3 s x S
(navka kapTouuas)

28004779

(o6paszna npoayKitHH)

Hanmenosanne CH,
HHBEHTAPHLII HOMED,
roj BBOAA B IKCNAYyaTaUNK

CRruaere/bCcTBO 0 NoBepKc,
Cpok aeiicTBig nosepKi

Haem HPHKAUHOHHBIRA
Koa obpasia (npobni)

JIC19-0912/03/02

| Mpeanpusitie-
| M3IOTORHTEIL, CTpana /
- Briyewarnuii KOUTpo.in

Ra'eciBa
Hoviep pernerpanonnoto

V0CTOBCPCHN, 14712
; OcHoBaxue nas
HPOBCCHIS HCNLITAHNA

3amGon C.T1T.A., HTanus

IENOI2971 01 01 17082007 @m JAMCHbBI 20.09.20@5-”"“'“ “

Ne 29814 ot 06.12.2019 |

HaumcnosaHite 11 aapec
Jawnasunka

000 "3ambon Dapma”

119002. r. Mocksa. [nazosckuii nep., 4.7, opuc 17, Tenedon: 8 (495) 933-38-30 B

Adava nocrynacnus upodn
B OXJ1
dara navama npoReacHun

| MenbIvaHns (ivepenns)

|

i
1

Aata oRoOHMAHNS
1poBeAeHIs HCNBITANHA
(n3vepenns)

09.12.2019

09.12.2019

09.12.2019

HopMaTHRHLITT AOKYMEHT,
peraamenTinpylountii
00hey 1a00PATOPHBLIX
HCTTLITAHHEL 11 1Y OICHRY

[ TINO012974/01-170807 u3m. Na -5

I1porokoa uenbiTaniii Ne 14955 ctp | 33



PE3VYJbTATHI UCIILITAHUI

3d-02-COI1-27-03

i Onpeaeancmbie HA na meroasi 3HavyeHus noxazarened
MOKA3IATE N uenbrrannit Hopmel H PesvabTaThl HCOBITAHHIT
1 Ounucanne 1'NO12974/01-170807 | [pospaunas GecuneTHas* Mpo3paunas GecuseTHas
s, Ne -5 KHAKOCTh cO cnalbiM cepHbIM WHAKOCTb €O cNabbiM cepHbIM \
(opranodeirnimecknii) | oanaxos. 1AMANOM.,
* IOCIC BCRPLITHA aMnyis pn (CO()TBCTCTB}’L‘T}
JLTHTCIBHOM KOHTAKTE € BOLLYXOM
MOXKET NOABAATHLCR cnadbiii
pO30B0-HONETORbIH OTTEHOK.
| ¥Ynakoska [1N012974/01-170807

HiM, No 1-§

Ilo 3 mn pacTBOpa B amny sl
TEMHOr0 FHAPOAHTHYECKOTO
crexna (tun 1,LEsp.®.) ¢
OKpailieHHOH MeTKoH ans
Haape3aHua.

110 5 aMnyJ B NJACTHKOBOM
110/L1I0HE BMECTE ¢ HHCTPYKUHEH no
IIPHMEHEHHIO NOMELLAIOT B
KapTOHHYIO NayiKy.

3 M pacTBOpa B aMNy/e TEMHOTO
THAPOJIHTHHECKOTO CTeKNa ¢
OKpaweHHON MeTkOH 113
Haape3aHHs,

5 aMnyn B NIaCTHKOBOM NOAJOHE |
BMECTE ¢ HHCTPYKUHEii N0 ?
HPHMEHEHUIO NOMEINLEHD B
KapTOHHYIO MaykKy,
{CooTteeTcTBYET)

I\'mp»:npc;r‘:;a_l—

11 NO12974/01-170807
M. Ne [-5

Ham.Ne§5:

Ha ammy.ie t1a pycckoM si3bike
YKa3bIBalOT: TOProBOE Ha3BaHHe
npenapaTa ¢ npeaynpeauTesHofl
mapkHposkoit ®. MexayHapoaHoe
HENATENTORAHHOC HAIBANNE
AefiCTBYI0NIETO BCUIECTRA,
HA3BAHIE NCKAPCTBEHHOI (hOpMBEI,
KOHLIEHTPaUKIo B Mr/Ma, obbem (B
MIULTHANTPAX), HOMEP CEPHH,
«roJieH aon.

Ha amnyne nononuurenbHo

YKa3bIBAIOT: TOBAPHLIT 3HAK
hupmbt (Ha s3bike opUrHHana).

Ha kapToHHo#i natuke Ha pycckom

| ATBLIKE YKA3LIBAKOT TOProBoc

HalBaHie npenapara ¢
NpeiyNpeAHTE)IbHOH MAPKHPOBKO
®, MexayHapoaHoe
HeNaTeHTORalHOE HalBaHHe
NEHCTRYIOILETD BELIECTBA,
KOHLIEHTPAUMHIO B MT/MI,
NeKapcTBEHHYIO (hopmy,
KO.THUYECTRO @Myl B YNAKOBKC,
O0BUM (B MILLTHANTPAN). COCTAR HA
QILIN NIV, NCIORHA Xpatenis,
VC.I0BHA OTHYCKA U3 anTek,
NpeAYNpPeaAHTEAbHBLIC HAANKCH!
«bepeusb ot aerefi!», «Cnocob
NPHMEHEHHA ~ UHTalTE
NPHNAracMylo HHCTPYKLIHION,
PErUCTPALIHOHHbI HOMEp, HOMEp
cepuu. «Ctepunshon, cnocob
NPUMCHEHHA: «/L18 B/B, B/M.

‘ MCCTHOTO [TPHMCHCHNA», HAZBAHUC

1 eTpaHy (hHpMbl - NPON3BOAHTENA,
HOMCP CEPHIL. ATy HITOTOBAEHHA,
«roicH A0»,

Ha kaproHHoil nauke
JNOMONHUTENBHO YKA3LIBAKOT:
wTpHxosoit koa EAN, ToBapHbIit
3HAK pupMbl (HA A3biKe
OpHrHIIANA). TEXHHUECKHE KObI,

" rpadwicckoe niobpakenne

ACRAPCTREHNON hOPAIKL.

llpoTokon neneitanuil Ne 14955

Ha amnyne Ha pycckoM a3bike
YKa3aHO: TOproBoe HalsaHHe
npenapaTa ¢ npeaynpeanuTeNbHoil
MapkHpokoii ®,
MENKYHAPOAHOE
HENATENTOBAHHOEC HA3BaHHE
NEACTRYIOWIErO BEILECTBA,
Ha3BaHHe JieKapCTBEHHOMH
(hopMBI, KOHLIEHTPALNA B MI/MJI,
ofheM (B MHUTHINTPAX), HOMEp
CepiH, «TOIeH 0%, TOBAPHBLII|
3HaK GpuUpMbI (Ha A3bike
OpMrHHana).

Ha kapronnoil nauke na pycckos |
A3bIKE YKA3AHO: TOProsoe
HaiBaHHe npenapara ¢
npeynpeanTeibHoll \
mapkHpoBkoi ®, |
MEXKYyHApOAHOe |

HEMaTEHTOBAHHOC HA3BAHME
AeHcTBYIOWIErO BELLECTBA,
KOHLEHTPALIMA 8 MM,
nekapcTBeHHas GopMa,

| KQIIIMECTBO aMny B YNakoske. |

ofhes (B MunmLIIITpax). cocran
HA O/IHY aMIIY.JTy, YCAORNA
XpaHeH s, YCI0BHA OTNYCKa H3
anTex, npeaynpeanTenbhble
Haanucu: «bepeub oT netedt!y,
«Cnocob npHMeHeHHs ~ YHTaiTe
NPHJIAraCMYIO0 HHCTPYKLIHION,
PErucTpaliHoHHeIil HOMED, HOMep
cepuu, «CTepuasHon, cnocobd
ITPHMCHEHIIA: (U8 BB, B/M.
MECTHOI'O IPHMEHEHHAY,
HA3BAHME H CTpaHa (pupMbl -
NPOU3BOAHTENA, HOMED CepHH,
21aTa HIrOTORJIEHHS, KTOAEH 110»,
wTpuxosoit kon EAN, TopapHbiil
3HAK (PMPMBI (Ha A3bIKE
OpPHIrHHANA), TEXHHUECKHE KON,
rpafuieckoc niobpanenne
AckapcTREHHOM opmbl.

| Xpanurs npu tesiepatype o 15

crp2 13’
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- =S
| Xpaneune npi tesmneparype ot 15 [ no2s°C.

A0 25 C Cpok roanoctu: 3 et (Fozelt 1o
Cpok ro;umocTi: § jie. | 09/2024)
- — S | (CoorsetcTByet)
3AKJIKOYEHHUE:

HPEJICTABJIEHHLIE — OBPA3ILI  COOTBETCTBYIOT  TPEBOBAHWAM  HOPMATHBHOIUO
JORYMEHTA 11O TTPOBEPEHHBIM TTOKA3ATESIM.

HPUMEUYAHHWE:
Jlatiibie pesyabTaThl IPOTOKONA HCMbITAHKI PACNPOCTPAHAKOTCE TONLKO HA 00pasel, NOABEPIHYTbIH HCNBITAHWAM.
lactoanuil NpoToKo: He MOAET OblThb NOAHOCTBIO MIH YACTAYHO nepencvaTaH 0e3 paspelweHHs HCnbiTaTeNbHOk

nadopaTopuu.

v
OTBCTCTBCHHBI 38 OQOPMICHKE TPOTOKONA H LS, '—';:/ff: 4//_ /' TonsakuHa M.B.
B T reanuen / ®.H.0.
b e ML 5
‘f". h s
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NOATBEPKAEHUE Ne 7000006101/2 ot 22.01.2020

COOTBETCTBHS CEPHU (MAPTHH) JIEKAPCTBEHHOTO NpernapaTa TpeOoBaHHIM,
YCTAHOBIICHHBIM TPH €ro rocy1apcTBEHHONW perucTpaluu

ObmectBo ¢ OrpanuyenHodt OTBETCTBEHHOCTBIO «3aMO0H MapMay, FOPUANYCCKHI
agpec 119002 r. Mocksa, ['nasosckuii nep. n.7, UHH 7704654651, paccmorpes
CJIEYIOIIHE IOKYMEHTBI H COJIePKaTHecs B HUX CBEIEHHS:

a) cepTH(GHUKAT  NPOU3BOAMTENS  JIEKAPCTBEHHOTO  [periapata,  CoaepiKaliunii
MHPOPMAIIHIO 0 KOHTPOJIe KadecTBa CEPHH JIEKApCTBEHHOTO perapara;

©) HOPMATHBHYIO TOKYMEHTAIHIO Ha JICKAPCTBEHHBIN TTpenapar;

B) IPOTOKON HcnbITaHuid Nel4955 ot 09.12.2019, BblmaHHBIH (BHU3HKO-XHMHUYECKOH
nadoparopueit OO0 «T]1 «JlensMay;

) JOKyMeHT MOCTaBKH (MHBoOIC) noctaBiuka Ne 1419000912 ot 18.11.2019
HACTOSILLIAM 3asIBJISET, UTO JIEKAPCTBEHHBIH Mpernapar:

Toproeoe naumeHoBanue, nek.Gopma, 103HPOBKA, OnyuMynHa® pacTBop Ul HHbEKLHIH |
(popmMa BeIIyCKA vHragsuuit 100 Mr/mi (aMynsl TEMHOTO
crekna) 3 Ma NS

MexiynapoiHoe HeMmaTeHTOBAHHOE HAWMEHOBAHHE ANETHIIIHCTEHH
(rpynmupoBOYHOE HJIH XHMHYECKOE)
Homep cepuu (1aptuu): 28004779
O0neM cepuH (mapTuH) 37856
Jlara BeITyCKa 09/2019
[ozen a0 09/2024
HaumeHnoBaHHe H ajipec NpOH3BOAHTENS (¢ yKazaHuEM 3ambon C.I1A., Uranus
CTaIHi IPOU3BOACTRA)) Zambon S.P.A., Ttaly

Via della Chimica, 9- 36100, Vicenza

Bee cragnn npou3BoiACcTBa

Homep u jata perucTpallHOHHOTO V/IOCTOBEPEHHS [1NO012974/01 ot 17.08.2007
HoMep HOpMaTHBHON JOKYMEHTAIHH ITN012974/01-170807, uzm. 1-5
HaumenoBanue u aapec jJepxarens 3ambon C.IT.A., Uranus
PETHCTPAIIHOHHOTO YA0CTOBEPEHHS Zambon S.P.A., Italy

Via Lillo del Duka, 10- 20091, Bresso

COOTBCTCTBYCT TPGGOBaHP{ﬂM, YCTaAHOBJICHHBIM IpH €ro FOC}’H&pCTBEHHOﬁ

perucTpaluu.

[TpencraBurens umnoprepa llnsmaunkos P.B. no nosepennoctu ot 3ambon C.ILA.,
_Mramig (Zambon S.P.A., Ttaly) 6/1 ot 18 nexabps 2019r.

Hlnsouukos P.B.
(OHO)







