ZAMBON SWITZERLAND Lid.

6814 Cadempino. Svizzera
JAMEBEOH CBUTIUEPIATUL Jen.
6814 Kajesnno, Wrefinapus

CONTROL QUALITY LABORATORY
JIABOPATOPHA KOHTPOJIS KAUECTBA

Mtg. date: 092018
Jata mrotoenenis: 092018

ANALYSIS Ne: 040000192325
Ne apanuza 040000102325

Exp. date: 092021
Cpox roznocTin: 092021

PRODUCT: FLUIMUCIL 600 mg effervescent tablets
[Mpoaykr: Gayinya 600 Mr TabneTki wunyuie

LOT No.: 360871
Cepns Ne: 260871

TESTS [Mokazatenu

ANALYSIS CERTIFICATE

AHAJIMTUUECKHH NACTIOPT

SPECIFICATIONS Crewtduxaium

Date: 08/10/18
Hata: 08/10/18

page 172

RESULTS PesynbraTs

Appearance

Onucanue

Appearance of water solution

Onucanie BOAHOIO pacTBOpd

Identification of Acetvicysteine
[MoaANHHHOCTL AUBTHIILMCTEHHA

Average weight of tablets
and uniformity of mass
Cpeanss macca Tad/IeTOK
1 OJIHOPOJIHOCTE NO Maccee

Disimtegration
PacnazaemMocTh

pH of water solution
p!l Boaxoro pacteopa

Loss on drying
[Toreps B macce NpH BLICYLIHBAHHH

Related substances
[TocTopoHHIE NpHMecH
Cysteine
LlicTensd
Cystine
LlcTiH
NN -diacetvlcystine
N, N -AHAUe THIUHCTHH
N.S diaceryleysteine
N, S-aHaue THAuHCTe HH

White round tablets with a rough surface, with
characteristic citric, siightlyv sulfuric smell
Benwte kpyrmnpie TabneTkn ¢ WEpoXoBaToli
MOBEPXHOCThHIY, ¢ XAPAKTEPHBLIM JIHMOHHBIM,
CNErKa CePHbIM 3anaxoM

Stightly opalescence solution with characteristic

citric flavour and stightly sulfuric smell
Cnerka onaaecuHpyoninii pactsop ¢
XAPAKTEPHBIM 3AMAXOM JHMOHHOTO
APOMATHIATOPA M JIEFKIM CEPHBIM 3aMaxoM

corr, to standard
COOTBETCTBYET CTAHARPTY

1,90 g+3%

19743 %

Not more than 3 min.
He Gonee 3 miu

From 3,2 t0 4,2
Or32n042

Not more 0,2%
He 6onee 0,2%

Not more than 0.5 %
He Gonee 0,5 %
Not more than 0.5 %
He Gonee 0,5 %
Not more than 1,0 %
He doJjiee 1,0 %
Not more than 1,0 %
He Gonee 1,0 %

conforms

COOTBETCTBYCT

conforms

COOTBCTCTBYET

conforms
COOTBETCTBYCT

1.8V g
conforms
1,89
COOTBETCTBYCT

confarms
COOTBETCTRYET

o e

0.2 %

0.2 %

conforms
COOTBETCTBYET
conforms
COOTBETCTBYET
conforms
COOTBCTCTBYCT
conforms
COOTHETCTBYET
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CONTROL QUALITY LABORATORY ANALYSIS Ne: 040000102325 Date: “b:"’_l 0/18
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Hata wsrotosnenus: 092018 Cpok roanocti: 09/2021

PRODUCT: FLUIMUCIL 600 mg cflervescent tablets

Mpoaykr: Duynmyuit 600 M1 TabneTku 1wnny e

LOT No.: 360871 page 2/2
Cepua Ne: 360871

ANALYSIS CERTIFICATE
AUATTUTHUYECKHH TTACTIOPT

TESTS Ioxazartenu SPECIFICATIONS Cneundukaunm RESULTS PesynbTath
Individual not identified impurity Not more than 0,5 % conforms
Exnttnunan HenaeHTHGUUHpOBaHHas He Gonce 0,5 % COOTBCTCTBYET
npHMeECh
Sum of impurity Not more than 2,0 % COnforms
Cymma npumeceit He Gonee 2,0 % COOTRBETCTBYCT

Microbiological contamination Corresponds with Pharmacopoeia conforms

requirenents

Mukpobuonoriueckas uncToTa Coomaememeyem mpebosansiv COOTBETCTRYET

Dapmaxonen
Assay Acetvleysteine From 570.0 to 630.0 mg/tab 5894 mgitub
(935-105 % of lubeled) (U8 % of labeled)
KOMHUCCTBEHHOE ONPCACHICHHC O71570.0 go 630.0 mr/Tad INO A mr/Tab
QUCTHALNCTENHR (95-105 % 0T YKQIAHHOTO HA YTHKETKE) (U4 Y OT YKA3aHHOTO Ha

ITHKETKE)

THE LOT No. 36087 COMPLIES WITH THE ALL ABOVE-MENTIONED SPECIFICATIONS,
CEPMS Ne 360871 COOTBETCTBYET BCEM BbIIIEYKA3AHHbBIM CMNELHPHKALMAM

(Seal) ZAMBON SWITZERLAND LTD
(IMevarh) 3AMBOH CBHUTLEPITAHO JITH.
Manager of Control Quality Department
Jaseayrownii OTALIOM KOHTPOIA KAUECTBY ZAMBON SWITZERLAND Ltd
U,r-m;(-,ﬁ/‘T‘U o e THE QUALIFIED PERSON
Dott. Emiliano Sion
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JEKJIAPAITASA O COOTBETCTBHHA

JNEKJIAPAHT, I'IPPIHHMAIOIJ.IHﬁ JEKJIAPAITMIO O COOTBETCTBHH

000 "3ambon Papma"

Ceedenun o pezucmpayuu opeanusayuu: Mesicpationnan uncnexkyus Pedepanvroti nanozoeot cayscbor Ne 46 no
2. Mockee 10:07.2007, OT'PH 1077757775182, dama npuceoenus OI'PH 10.07.2007.

Adpec: 119002,2. Mockea, I'azosckuil ‘rep., 0.7 .Tenegpon:8(495) 933-38-30

B nuye: I'eneparonuotii dupexmop Inyxos B.B.

JHoeepennoe nuyo: Llnannuxoe P.B., dosepennocms Nel56 om 08.01.18

3ASIBJSIET, UTO

nexapemeenroe cpedcmeo: Pryumyyun, mabnemru wunysue 600 mz2 2 wem., Ynakosxu A4etKo6bie KOHMYpHbIe
(5), nauxu kapmonnwie, pez Ne I N012975/01 om 18.09.2007, cepus 360871, napmus 24506 ynaxosox, zoden
oo 01.09.2021, npouzeodcmea 3ambon Ceumyepnand Jimo, Hlsetiyapus, Bua Huoycmpua 13,CH-6814
Kademnuno,lleetiyapus, koo OKII/T2 21.20.10.255, kod TH B3 3004900002, xonmpaxm Ne 6/1 om
01.05.2012, uneotic Ne 1418000791 om 09.10.2018

COOTBETCTBYET TPEBOBAHUAM

IT N012975/01-180907 usm. Nel-3

JEKJAPAIIHAS IPUHATA HA OCHOBAHHUHA

npomoxon ucheimanui Ne 35019 om 1 7 10.2018 Jlabopamopuwiii yenmp QOO "LIKK OHL]", ammecmam
axxpedumayuu POCC RU.0001.21PK75, Cepmugpuxam POCC CH.®M11.C74982 om 18. 10 2018

[Insnauxos P.B.
®.H1.0
CBEJEHHS O PETHCTPALIA

OPTAH 11O CEPTUOHKAIINH, BAPEFHCTPI'IPOBABIIIHH AEKJIAPALTHIO

RA.RU.11®MI11 OPI'4AH 11O CEPTH®HKALIHH HPORYVKIHH OFIJECTBO C O PAHHYEHHOH
OTBETCTBEHHOCTEIO "CDOPMATICA‘IECTBA" adpec opearusayuu : 109428, 2. Mockea, 1-viii Bazosckuil
npoesd, 0. 5, cmp. 1, adpec opzana no cepmughuxayuu: 129626, 2. Mockea, 1-as Meimuujunckas, 0. 25, men.
(495) 783-19-08 !

3APETHCTPHPOBAHA X2 POCC RU [J-CH.®@M11.4.03784/18

,I[EKJIAPAIIHH O COOTBETCT B

Hpyxkos K.B.
no.&rmeb 3aM. pyxosoaurens OC
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