ZAMBON SWITZERLAND Litd.

6814 Cadempino. Svizzera
3AMbBOH CBUTULPIATIL v
6814 Kagemnuno, [isefitnapus

ANALYSIS Ne: 040000192532 Date: 09/10/18

CONTROL QUALITY LABORATORY et
No ananmza 040000102532 Jara: 09/10/18

JTABOPATOPHSA KOHTPOJIS KAUECTBA

Mfg. date: 092018
Hata nsrorosnenns; 09/2018

Exp. date: 09/2021
Cpox rogunocTi: 09/202

PRODUCT: FLUIMUCIL 600 mg effervescent tablets

Hpoaykr: daynmyunn 600 mr rabnetkn winyuie

LOT No.: 361012 page /2
Cepus Ne: 3601012

ANALYSIS CERT!FICA'I‘E
AHAJIMTHMYECKHWH TACIIOPT
TESTS Iokaszarenn

SPECIFICATIONS Creunnxatiiu RESULTS Pesvnbrarii

Appearance White round tablets with a rough surface, with conforms

characteristic citric, slightly sulfuric smell

Besie Kpyrable TabiieTkit ¢ Wepoxosartoii

Onucanue NOBEPXHOCTBI, ¢ XaPaKTEPHBIM JIHMOHHBIM,
CIIErKd CePHBIM 3alaXOM

COOTBETCTBYET

Appearance of water solution Slightly opalescence solution with characteristic conforms
citric flavowr and slightly sulfuric smell
Crerka enaaecunpyiousii pactsop ¢
XAPaKTEPHLIM 3ANdX0M JIHIMOHHOTO

APOMATH3ATOPA W JICTKHM CEPHBIM 3a11axoMm

Onucanue poaHoero PAacTBOpa COOTBETCTBYCT

Identification of Acenlevsteine
Homxnnunoets Auetnnudcrenna

Average weight of tablets
and uniformity of mass
Cpennss macca Tabnerok
i1 ONHOPOJHOCTH 110 Macce

Disintegration
PacnagaemocTh

pl of water sulution
pH soanoro pacreopa

Loss on drying

r]OTt‘pH B Macce NpH BhICYIIHBAHHH

Related substances
[locTopoHHIE NpuMecH
Cysteine
Lncrenn
Cystine
Iermn
NN -diacetvicystine
N,N"-aHaueTUILHCTHH
N,S diucetylcvsteine
N,S-auaueTHauHcTe

corr. to standard
CUOTBETCTB}"C‘T cranjapTty

.",,Ug £ 3%

1.9r£3%

Not more than 3 min.
He Gonee 3 muu

From 3,2 t0 4,2
Or3,2n04.2

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

Not more than 0.3 %
He Gonee 0,5 %
Not more than 0.5 %
He Gonee 0.5 %
Not more than 1.0 %
He Gonee 1,0 %
Not more than 1,0 %
He Gonee 1,0 %

conforns
COOTBETCTBVET

1.89 ¢
conforms
189
COOTBETCTBYET

conforms
COOTBETCTBYET

conforms
COOTBETCTBYET
conforms
COOTRETC] [l) T
conforms
COOTBETCTBYET
conforms
COOTBETCTBYCT



ZAMBON SWITZERLAND Ltd.

6814 Cadempino, Svizzera
3AMBOH CBUTLIEPJIAHJ Jlta.
6814 Kanemnuno, LIseftuapus

CONTROL QUALITY LABORATORY ANALYSIS Ne: 040000192532 Date: 09/10/18
JIABOPATOPUS KOHTPOJISI KAUECTBA  Ne ananu3a040000192532 Hara: 09/10/18
Mfg. date: 09/2018 Exp. date: 09/2021

Jara marotopnenus: 09/2018 Cpok rogrocti: 09/2021

PRODUCT: FLUIMUCIL 600 mg effervescent tablets

Iponykt: Gayumywnn 600 mr TabneTku WHITYHHE

LOT No.: 361012 page 2/2
Cepus Ne: 361012

ANALYSIS CERTIFICATE
AHAJIUTUYECKWNA ITACTIOPT
TESTS INokazatenu SPECIFICATIONS Cneuudukauuu RESULTS Pe3yneTatsl
Individual not identified impurity Not more than 0,5 % conforms
EQMHAYHAS HeMIeHTHHIHPOBAHHAS He Gonee 0,5 % COOTBETCTBYET
MpHMech
Sum of impurity Not more than 2,0 % conforms
Cymma npumeceit He Gomnee 2,0 % COOTBETCTRYET
Microbiological contamination Corresponds with Pharmacopoeia conforms
requirements
MuxpoGuonoruueckas YucToTa Coomeememayem mpeboaaniam COOTBETCTBYET
Dapmakoneu
Assay Acetylcysteine From 570.0 to 630.0 mg/tab 589,7 mg/tab
(95-105 % of labeled) (98 % of labeled)
KonuuecTrenHoe onpeneneHue Ot 570.0 no 630.0 mr/rab 589,7 wmr/Tab
AUETHNIHCTEHHA (95-105 % OT yKa3aHHOIO HA ATUKETKE) (98 % oT yKa3laHHOro Ha
ITHKETKE)
THE LOT No. 361012 COMPLIES WITH THE ALL ABOVE-MENTIONED SPECIFICATIONS.
CEPUS Ne 361012 COOTBETCTBVET BCEM BhIIIEVKA3AHHBIM CIIELIUPHUKALIMAM
(Seal) ZAMBON SWITZERLAND LTD
(Meuars) 3AMBOH CBUTUEPJAH/ JIT/L.
l;/lanager of gnntrol Quality Department ZAMBON SWITZERLAND Ltd
aBelyIOMINi OTASNOM KOHTPOJA KauecTBa THE QUALIFIED PERSOMN
VA 3e1© e rCAy Dott Emiligric Sior
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AEKITAPALIUA O COOTBETCTBUU

AEKITAPAHT, MPUHUMAIOLLUA BEKNAPALIUIO O COOTBETCTBUU:

000 "3AMBEOH ®APMA", 2457, OFPH: 1077757775182 ot 1 0.07.2007, appec: 119002, Pocous, Mocksa ropoa, r. Mockea,
'na3osckuid nep, A 7, Ten: (495) 933-3830, chake: 8 (495) 933-3831

B nuue: MenepansHoro fAupextopa Fnyxosa B,B,

HoseperHoe niyo: WnanHukos P, B.

HosepeHHoctb N2 156 01 08.01.2018

3AABJIIAET, YTO NEKAPCTBEHHOE CPE[ICTBO:

Prynmyyun®, Tabnetki Wwunysre 600 Mr 2 WT., yIakoBKK S4eiKoBbe KOHTYpHEI® (5), Na4KW KapTOHHbIE,
per. ya. Ne M1-N012975/01 ot 18.09.2007, cepun 361012, roge ao: 01 .09.2021, napTia: 24564 ynakosku,
Kontpakr Ne 6/ ot 01.05:2012 ., uHsoitc Ne 1418000822 oT 23.10.2018 r.

Kog OKMAz:

21.20.10.255
BbiNyCKaeMoe U3IroToBUTenemMm:

3ambon Ceutuepnana NTa, Wesiiuapus/Zambon Switzerland Ltd, Switzerland, cTpaHa;
Weeryapus

Kog THB3[:

COOTBETCTBYET TPEBEOBAHUAM: 3004900002

T N012975/01-180907, uam. Ne1-3

AEKNAPALUA MPUHATA HA OCHOBAHUU:
MpoTokon ucnbiTanuid Ne 90050 or 31.10.2018, QOO "LIeHTp KOHTPONS KauecTsa Buonaid", arrecTar akkpearTaumu:
RA.RU.21L{K01 ot 22.07.2015, Cepruchukar cooteetctans Ne POCC CH.0B14.C68122 ot 31.10.2018

P AUMS 0,0

OEKIA (\TBETCTBUM AENCTBUTENLHA [0: 01.09.2021
AN 60“
@3%&
M.M.\>8asABnTens: Winankukoe P. B.

(hamunug, uHuUUansl)

CeeneHun o perucTpaumm AeKknapaumm o COOTBETCTBUMN

3AO "Texxavectsa", 109044, r.Mockaa, yn. QuHamosckas, A, 1A, od. 400, Ten.; +7 (495) 676-5254, chakc: +7 (495)
876-5417, www.tehkachestvo.ru, tehkachestvo@gmail.com, OTPH: 1057748285189, Atrecrar per. Ne POCC
RU.0001.110B14 suigan DenepansHoi cryxboit no akkpeauTauuu

Lara peructpayni: 31.10.2018

POCC RU I-CH.®B14.A.06150/18

Bopobsesa H.H.
(paciunposka NOANUCH)







