JNEKJIAPAITASI O COOTBETCTBUA

JEKJIAPAHT, TPHHUMATOU[ A JEKJIAPAIIHIO O COOTBETCTBHU

000 "3ambon Papma"

Ceedenus o pezucmpayuu opzanusayuu: Mexcpaiionnas uncneryus ®edepanshoii #anoz060i cayuchor No 46 no
& Mocxee 10.07.2007, OTPH 1077757775182, dama npuceoenus OI'PH 10.07.2007.

Adpec: 119002,2. Mockea, Iasoeckuii nep., 0.7 .Tenechon:8(495) 933-38-30

B nuye: I'enepanouoiti oupexmop Obpyunurog A.B.

Hosepennoe nuyo: Llnannuxoe P.B., doeepennocmp Nel56-1 om 26.10.18

3ASIBJISET, YTO

aexapemeennoe cpedcmeo: Ouyumyyus, mabnemiu wunyue 600 M2z 2 wm., ynaxogku ANEUK0BsIe KOHMYPHbIE
(5), nauxu xapmonnsie, pez Ne IT N012975/01 om 18.09.2007 , cepus 363345, napmus 24617 ynaxosox, 20den
0o 01.02.2022, npouzsodcmea 3amborn Ceumyeprand JImd, Llseliyapus, Bua Hndycmpua 13,CH-6814

Kaoemnuno,Illgeiiyapus xoo OKIIA2 21.20.10.255, koo TH B3/ 3004900002, koumpaxm Ne 6/w am
01.05.2012, uneotic Ne 1419000161 om 26.02.2019

COOTBETCTBYET TPEBOBAHHSAM

II N012975/01-180907 uam. Nel-3

JEKJIAPAITHUSI IPUHSITA HA OCHOBAHHH

npomoxon ucneimanut Ne 12100 om 12.03.2019 Jlabopamopneii yenmp 000 "LKK OHL", ammecmam
axxpedumayuu POCC RU.0001.21PK75, Cepmuguxam POCC CH ®M11.C82073 om 12.03.2019

Inanuukon P.B.

P ﬁo,unucb ®.H.0

Zambon Pharma Ltd.
exnapaim .

——

CBEEHMS O PETUCTPAIIH

OPTAH IO CEPTHO®HKAINWY, 3APETUCTPUPOBABIIHI JEKJIAPAIIMIO

RA.RU. 11 ®MIl OPTAH IO CEPTHO®HKALIHH IPOJYKIHH OBLECTBO C OT'PAHHYEHHOH
OTBETCTBEHHOCTBIO "®OPMAT KAYECTBA", adpec opeanusayuu : 109428, 2. Mockea, 1-viii Basoeckui
npoesd, 3. 5, cmp. 1, adpec opzana no cepmupuxayuu; 129626, 2. Mocxea, 1-as Memuwunckas, 0. 25, men,
(495) 783-19-08

JEKJAPAIASI O COOTBETCTBHH 3APETHCTPHUPOBAHA M POCC RU J-CH.®M11.A4,17382/19
\F AITHM 12.03.2019
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ZAMBON SWITZERLAND Ltd.

6814 Cadempino, Svizzera
3AMBOH CBHTHEPHAH Jlra
6814 Kagemnnuo, 1seiiwapis

CONTROL QUALITY LABORATORY
JIABOPATOPHA KOHTPOJIH KAYECTBA

Ml date:07.02.2019
Jlata wsrotosnenua: 07.02.2019

ANALYSIS No; 04000010655
Ne adammsa: 040000196515

Exp. date: 02.2022
Cpok roppocTi: 02,2022

PRODUCT: FLUIMUCIL 600 mg effervescent tablets
[Mpoayxr: dayusyunn 600 MroradneTsn unimysie

LOT No.: 363345
Cepusa No: 363345

TESTS IMokazarean

ANALYSIS CERTIFICATE

AHATTUTHYECKHH MACIIOPT

SPECIFICATIONS Chncundimkaumu

Date: 20.02.2019
Hara: 20.02.2019

RESULTS Pesynbtarsl

Appearance

Omnicaune

Appearance of water solution

Onucanne BOAHOI'O pacTBopa

Identification of Acetylcysteine
Moanuunocts AdetTunuycrenia

Average weight of tablets
and wniformity of mass
Cpeanas macca TadneTox
H OAHOPOAHOCTD 110 Macce

Disintegration
PacnasiaemocTh

pH of water solution
pH Boanoro pacteopa

Loxs on drying
Hloteps B Macce MPH BBICVLIHBAH AT

Relared yubstances
MoctoporHKe nmpimvecy
Cysteine
LlneTenn
Cystine
LLncrin
N.N'-diacervlcystine
NG N = QR THA LM CTHH
N.S§ diacetyleysieine
N,S-anaueruammucTens

White round tablets with a rough surface, with
characteristic citric, stightly sulfuric smell
benvic kpyrasie tatuerky ¢ wepoxonatoii
MTOBEPXHOCTBIO, ¢ XaPAKTCPHBIM AHMOHHBIM,
CJICTKA CCPHBIM $aMaxoM

Slightly opalescence solution with characteristic
citric flavour and stightly sulfuric smell

Crerka onaiecHpyIOLLIi pacTBop ¢
XapaKTEPHBIM 3aT1aX0M JHMOHHOO
APOMATHIATOPA I TETKHM CEPHBIM 3A11aX0M

corr. to standard
COOTBETCTBYET CTAHAAPTY

FLog+3%

1,91 +39%

Not maore than 3 min.
He Oonee 3 MuH

From 3.2 te 4,2
Or32n04,2

Not more 0,2%
He Honee 0,2%

Not more than (1,5 %
He Gonee 0.5 %%
Nor more than 0.5 %
He Gonee 0,5 %
Not more than 1,0 %
He Gonee 1,0 %
Naot more than 1,0 %
[Te Gonee 1,0 %

CORTOrNLY

COOTBETCTBYET

conforms

COOTBETCTBYET

conforms
COOTBETCTBYET

1,9 g
CORfOrms
9 r
COOTBETCTBYET

conforms
COOTBCTCTBYET

s s
G

oy Ce

(0%

i1 0%

conforms
COOTBCTCTBYET
conforms
COOTBEICTHYET
conforms
COOTBETCTBYET
conforms
COOTBCTCTBYET



ZAMBON SWITZERLAND Lid.

6814 Cadempino, Svizzera
3AMBOH CBUTUEPJIAHA Jita.
6814 Kagemnuuo, Ulneliuapus

Date: 20.02.2019

CONTROL QUALITY LABORATORY ANALYSIS Ne: 040000196315
Jlara: 20.02.2019

JJABOPATOPHSA KOHTPOJIA KAYECTBA Ne ananusa: 040000196515

Mfg. date: 07.02.2019 Exp. date: 02.2022
JHata usrotopnenns: 07.02.2019 Cpox ropsocti: (12.2022

PRODUCT: FLUIMUCIL 600 mg effervescent tablets

[lponykr: Gnyumyunn 600 mr TabneTku WHNy4YHe

LOT No.: 363345 page 2/2
Cepna Ne: 363345

ANALYSIS CERTIFICATE
AHAJIMTUYECKUH ITACITOPT
TESTS [ToxazaTenu

SPECIFICATIONS Crieusdiukaui RESULTS PeaynbTatsl

Individual not identified impurity Not more than 0,5 % conforms
EnuumuHas HenAeHTHHUKPOBAHHAnA He Gonee 0,5 % COOTBETCTBYET
MPHMECh
Sum of impurity Not more than 2,0 % conforms
Cymma npuMeceii He 6onee 2,0 % COOTBETCTBYET
Microbiological contamination Carresponds with Pharmacopoeia conforms
requirements
Muxpo6uonoruyeckas 1icToTa Coomeemcmagyem mpeboganusim coomgemcmeyen
dapmakonen
Assay Acetylcysteine From 570.0 to 630.0 mg/tab 597,3 mg/rab
(95-105 % of labeled) 99 % of labeled)
KonuuecTBeHHoe onpe/ie/icHUe Ot 570.0 zo 630.0 mr/Tab 507,3 mr/Tab
AlEeTHIILIMCTEHHA (95-105 % 0T yKa3aHHOTO Ha 3THKETKe) (99 % oT yKa3aHHOIo Ha
ITHKETKE)

THE LOT No. 363345 COMPLIES WITH THE ALL ABOVE-MENTIONED SPECIFICATIONS.
CEPUS Ne 363345 COOTBETCTBYET BCEM BbilLEYKA3AHHbIM CIIELIHPHKAILIMAM

(Seal) ZAMBON SWITZERLAND LTD
(TeuaTsn) 3AMBOH CBUTLEPTTAH JITH.
ZAMBON SWITZERLAND Ltd

Manager of Control Quality Department THE QUALIFIED PERSON
3aBelyIONIMHA OTASNOM KOHTPONS KAYECTRA
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