JEKJTAPAIIMSI O COOTBETCTBUHA

‘ AEKJAPAHT, MPHHUMAIOIINHA JEKJIAPAIIUIO O COOTBETCTBHU
| 000 "3ambon Dapma”

Ceedenun o pecucmpayuu opeanusayuu: Meacpationnas uncnexyus Dedepanvroii Hano2060ii cayxncdv Ne 46 no |

& Mockee 10.07.2007, OTPH 1077757775182, dama npucsoenus OTPH 10.07.2007
- Adpec: 119002,2. Mockea, Inasosekuii nep., 0.7 . Teneqhon:8(495) 933-38-30

+ B auye: 'enepanenwiii oupexmop Oépyunixos A.B.

Hosepennoe auyo: lnannuros P.B., dosepennocms Nel56-1 om 26.10.18

SASIBJSIET, YTO

rexapemeenroe cpedcmeo: Layumyyun, mabnemxu weunyyue 600 m2 2 wm., ynaxogxu aveiikogure KOHMYPUGIE
(3). nauxu xapmounwie, pez Ne I1 N012975/01 om 18.09.2007 , cepus 367164, napmus 98789 YNAKoeox, coden
00 01.07.2022, npousgodcmea 3ambon Ceumyeprand Jimd, Ilgeiiyapus, Bua Hnoyempua 13,CH-6814

\ Kademmuno, Ulgetiyapun koo OKIIN2 21.20.10.255, kod TH B3] 3004900002, xoumpaxm Ne 6/x om

‘ ‘ 01.08.2019, uneoiic Ne 1419000682 om 24.09.2019

. COOTBETCTBYET TPEBOBAHUSIM
- I1 N012975/01-180907 uzm. Nel-3
JEKJIAPAITASI ITPHHSITA HA OCHOBAHUH
- npomoxon ucnoumanuii Ne 44649 om 08.10.2019 Jlabopamopnwit yeump OO0 "I[KK QHL", ammecmam
» axkpedumayuu POCC RU.0001.21PK75, Cepmugpuxam POCC CH.OM11.C91950 om 08.10.2019

3

ﬁ,: UTEJIbHA IO 0/.07.2022

3%
i ﬁ% Linanaukoe P.B.

MOAMNHKCH U0

CBEJEHUS O PETUCTPALINHA

| OPTAH MO CEPTHOUKANUH, SAPETHCTPUPOBABIIINHA JEKJIAPAITUIO 5

l RA.RU.11®dMI11 OPTAH 1O CEPTHOHKALIHH ITPOLYKIHH OBL[ECTBO C OI'PAHHYEHHOH
OTBETCTBEHHOCTBIO "®OPMAT KAYECTBA", adpec opzanuszayuu : 109428, 2. Mockea, 1-witi Bstzogckuti

- npoeso, 0. 5, cmp. | aopec opaana no cepmucpuxayuu: 129626, 2. Mockea, 1-as Muimwyunckas, 0. 25, mea.

| (495) 783-19-08

- JEKJAPAIIMSI O COOTBETCTBYH 3APETHCTPUPOBAHA N POCC RU J-CH.OMI11.4.40973/19
JATA PELCHICTPAITVH 09.10.2019
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ZAMBON SWITZERLAND Ltd.

6814 Cadempino. Svizzera
3AMBOH CBUTLIEPJIAH A Jra.
6814 Kauemnuno, UIngiinapus

CONTROL QUALITY LABORATORY
JIABOPATOPH A KOHTPOIIA KAUYECTBA

Mfg. date:10.07.2010
Hara warotornenns: 19.07.2019

ANALYSIS Ne: 040000202080
Ne ananm3a040000202080

Exp. date: 07.2022
Cpox roanocti: 07.2022

PRODUCT: FLUIMUCIL 600 mg effervescent tablets
[ponykr: @nymmyunn 600 mr TaéneTki wnrnyuie

LOT No.: 367164
Cepus Ne:: 367164

~ TESTS TTokaszarenn

ANALYSIS CERTIFICATE

AHAJIUTUYECKHUH ITACIIOPT

SPECIFICATIONS Crieuntukanin

Date: 31.07.2019
Hara: 31.07.2019

page 1/2

Appearance

Onncanue

Appearance of water solution

OHHCﬁHHGBOHHON}pﬂUHHmﬂ

ldentification of Acetvlcysteine
[ToanunuocTe AneTHamcTenHa

Average weight of tablets
and uniformity of mass

Cpeanan macea rabnertok
M OAHOPOAHOCTL 110 Macce

Disintegration
PacrnajaeMocTh

PH of water solution
pH romHoTO pacTeOpa

Loss on drying
[Toteps B Macce NP BBICYUINBAH UK

Related substances
[Tocroponnie npumecn
Cysteine
[lrcrenn
Cystine
LliteTHn

White round tablets with a rough surface, with
characteristic citric, slightly sulfurie smell
Genple kpyrubie TabneTkn ¢ mWepoxoBaToii
NOBEPXHOCTBIO, € XAPAKTEPHBIM THMOHHbIM,
CHICTKA CEPHBIM 3aMaxoM

Stightly opalescence solution with characteristic
citric flavour and slightly sulfuric smell

Cnerxa onafiecuupyoLii pacTeop ¢
XAPAKTEPHBIM 3aMAXOM THMOHHOTO
APOMATHIATOPE H JErKHM CEPHBIM 2araxom

corr, to standard

COOTBETCTBYET CTAHAAPTY

1,9g+3%
18720 average weight + 5,0 %
2/20: average weight = 10,0 %

1L9r+3%
[8/20: cpeansa macca = 5,0 %
2/20: cpeansist macca + 10 %%

Not more than 3 min.
He Gonee 3 mu

From 3,2t0 4,2
Or13,2n04,2

Not more 0,2%
He Gonee 0,2%

Naot more than 0,5 %
He Gonee 0,5 %
Not more than 0,5 %
He Gonee 0,5 %

conforms

COOTBETCTBYET

conforms

COOTBETCTBYET

conforms
COOTBETCTBYET

189 ¢
conforms

189 T
COOTBETCTBVET

conforms
COOTBETCTRYET

A, ()
4,0

0,1 %
.1 %

conforms
<o OTBﬂTCTB}’L‘T
conforms
COOTBETCTBYET



ZAMBON SWITZERLAND Ltd.

6814 Cadempino, Svizzera
3AMBOH CBUTLIEPJIAH] Jlta.
6814 Kanemnuro, [Isefnapus

CONTROL QUALITY LABORATORY ANALYSIS Ne: 040000202080  Date: 31.07.2019
JIABOPATOPYSI KOHTPOJLS KAYECTBA ~ MNe anamusa: 040000202080 FPmRBALIEERLT
Mfg. date: 17.07.2019 Exp. date: 07,2022

Hara nsrotosaekus: 17.07,.2019 Cpoxk roanocri: 07.2022

PRODUCT: FLUIMUCIL 600 mg effervescent tablets

[ponyxr: ®ayumyuma 600 mMr TabneTky mumyyne

LOT No.: 367164 page 2/2
Cepus Ne: 367164

ANALYSIS CERTIFICATE
AHAJIATHYECKHM [TACIIOPT
TESTS Iokazatenn SPECIFICATIONS Cnenndukauuu RESULTS Pe3yaeTarhl
N, N'-diacetylcystine Not more than 1,0 % conforms
N,N’-IHaleTUAIIHCTHH He Gonee 1,0 % COOTBETCTBYET
N,S diacetylcysteine Not more than 1,0 % conforms
N,S-ananeTunuucTe HH He Gonee 1,0 % COOTBETCTBYET
Individual not identified impurity Not more than 0,5 % conforms
EnuHuyHas HeuaeHTHOUIHPOBaHHAR He 6onee 0,5 % COOTBETCTBYET
NIpUMECh
Sum of impurity Not more than 2,0 % conforms
CymMa npumeceit He Gonee 2,0 % COOTBETCTBYET
Microbiological contamination Corresponds with Pharmacopoeia conforms
requirements
MuxpoGurosoryueckas SUCTOTA Coomsemcmgyem mpe6osanuam coomgemcemsyem
Dapmaxoneu
Assay Acetylcysteine From 570.0 to 630.0 mg/tab 598,6 mg/tab
(95-105 % of labeled) (100 % of labeled)
KonuuecTBeHHOE OnpeneneHue Ot 570.0 20 630.0 mr/Tab 598,6 mr/tab
aleTHILHCTEHHA (95-105 % OT yKa3aEHOIO Ha ITHKETKE) (100 % oT yKa3aHHOro Ha
ITHKETKE)
THE LOT No. 367164 COMPLIES WITH THE ALL ABOVE-MENTIONED SPECIFICATIONS.
CEPHSA Ne 367164 COOTBETCTBYET BCEM BBILUEYKA3AHHbBIM CIIELIUOHUKALIMAM
(Seal) ZAMBON SWITZERLAND LTD
{ITegaTs) 3AMBOH CBUTLEPJIAHIL JITH.

Manager of Control Quality Department

3aBenyrolnuil OTAEIOM KOHTPONIA KauecTsa
4 ZAMBON SWITZERLAND Ltd

el e THE QUALIFIED PERSON
- A /, i Dott. Emiliano Sion
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