| JAEKJIAPAIIASA O COOTBETCTBUH

NEKJIAPAHT, TPUHUMAIOIIUHI JEKJIAPAITHIO O COOTBETCTBUM
Q00 "3ambon Papma" | |
3apezucmpuposaro : Mexcpationnas uncnexyua ®HC Ne 46 no 2. Mockee OI'PH 1077757775182 om | \
10.07.2007 1
Aopec:119002,2. Mocksa, I'nazosckuii nep., 0.7 .Tenechon:8(495) 933-38-30 ‘ ‘
B nuye :I'enepanvrvii dupexmop Inyxoe B.B. |
Hosepennoe nuyo: Llnannuxoe P.B. |

Hosepennocms: Ne156 om 08.01.18 | !

3ASIBJISIET, YTO |
AexapcmeenHoe cpedecmeo: Oayumyyun, mabnremxu wiunyuue 600 M2 2 wm., ynaxoexu AUetKoGhle KONMYPHbIe '
(10), nauxu xapmonuvie, pez Ne IT NO12975/01 om 18.09.2007, cepus 356095, napmus 11932 ynaxosox, zoden
do 01.01.2021, npoussodcmea 3ambon Ceumyeprand JImod, [lsetiyapus, Bua Huoycmpua 13,CH-6814

\

I

Kaoemnuno, lsetiyapus, koo OKIT[2 21.20.10.255, xod TH B3] 3004900002, kosmpaxm Ne 6/u on | |
01.05.2012, uneoiic Ne 1418000110 om 09.02.2018

COOTBETCTBYET TPEBOBAHHUAM ;
IT N012975/01-180907 usm. Nel-3 |
JAEKJIAPALIUSI IPUHSITA HA OCHOBAHHH |
npomokon uchstmanut Ne 4286 om 22.02.2018 Jlabopamoprwiit yewmp Q00 "LIKK OHLI", ammecmam ;

axxpedumayuu POCC RU.0001.21PK75, Cepmughuxam POCC CH.®MI11.C65364 om 22.02.2018 !

nsanxukos P.B. :
®.U.0 N

CBEJEHHS O PETUCTPALINH

OPTAH ITO CEPTUO®HUKAIIMHU, 3APETMCTPHPOBABIINNI JEKJIAPAIITUIO N
| RA.RU.11®MI1] OPTAH 10 CEPTHOHKAIJUH ITPONVKIIMH OBLJECTBO C OFPAHHYEHHOH
OTBETCTBEHHOCTBIO "®OPMAT KAYECTBA", adpec opeanusayuu : 109428, 2. Mockea, 1-wii Bazosckuii

npoesd, 6. 5, cmp. 1, adpec opeana no cepmugpuxayuu: 129626, 2. Mocxea, I-as Meimuwunckas, 0. 25, men.
(495) 783-19-08

JEKJAPAIIUSI O COOTBETCTBMH 3APETUCTPUPOBAHA N POCC CH.®@M11.708969 |
JATA PETUCTPAIIMH 22.02.2018
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ZAMBON SWITZERLAND Ltd.

6814 Cadempino, Svizzera
3AMBOH CBHUTLIEPJIALLA Jra.
6814 Kanemnuuo, [lsefiuapus

CONTROL QUALITY LABORATORY
JIABOPATOPHA KOHTPOJIA KAYECTBA

Mfg. date: 01/2018
Hara u3rotosnednd: 01/2018

ANALYSIS No: 040000183057
Ne ananuza: 040000183057

Exp. date: 01/2021
Cpox rognoctu: 01/2021

PRODUCT: FLUIMUCIL 600 mg effervescent tablets
Mponyer: ©ayumyunn 600 Mr tabneTku wuny4ue

LOT No.: 356093
Cepust Ne: 356095

TESTS lMokaszatenu

ANALYSIS CERTIFICATE

AHAJIMTUYECKHWI NMACITOPT

SPECIFICATIONS Creunprxatin

Date: 31/01/18
Hara: 31/01/18

RESULTS PesynstaTsi

Appearance

OnncaHue

Appearance of water solution

OnucaHue BOLHOIO pacTBopa

Idenrification of Acetyleysteine
TTonnMHHOCTE ALIETHIILHCTEHHA

Average weight of tablets
and uniformity of mass
Cpeasas macca tabnerox
H OIHOPUAHOCTL MO Macce

Disintegration
PacrianaemMocTs

H of warer solution
pH BoaHOTO pacTBOpa

Loss on drying
[loTepsa B Macce NpH BLICYIUMBAHKMN

Related substances
[ocroponHue npuMecn
Cysreine
Llmncrenn
Cystine
HueTus
NN -diacerylcystine
NN -AHaueTHIUMCTHH
N,S diacetylcysteine
N,S-auaueTHiuuCcTe s

White round tablets with a rough surface, with
characteristic citric, slightly sulfuric smell
bennle Kpyrible TabneTxky ¢ wepoxoBaToi
MOBEPXHOCTBEO, € XAPAKTEPHBIM JTHMOHHBIM,
CIerKa CepHLIM 3aMaxomM

Slightly opalescence solution with characteristic
citric flavour and slightly sulfuric smell

Crerxa onajaecLupyIOuil pacTBop ¢
XapaKkTePHbIM 3aNaX0M THMOHHOTO
dpOMaTH3aTOpa H NETKHM CEPHBIM 3aN1aXoM

corr. to standard
COOTBETCTBYET CTAHOAPTY

19g+3%

19r+3%

Not more than 3 min.
He Bonee 3 MuH

From 3,2 to 4,2
Ot 3,2 00 4,2

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

Not more than 0,5 %
He 6onee 0,5 %
Not more than 0,5 %
He 6onee 0,5 %
Not more than 1,0 %
He douee 1,0 %
Not more than 1,0 %
He 6onee 1,0 %

conforms

COOTBETCTBYET

conforms

COOTBETCTBYCT

conforms
COOTBETCTBYET

1,89 g
conforms
1,89 r
COOTBCTCTBYET

conforms
COOTBETCTBYET

4.2

0%

conforms
COOTBETCTBYET
conforms
COOTBETCTBYET
conforms
COOTBETCTBYET
conforms
COOTRETCTBYET



ZAMBON SWITZERLAND Ltd.

6814 Cadempino, Svizzera
3AMBOH CBHTLEPJTAHL, JIta,
6814 Kanemnuxo, seftuapus

CONTROL QUALITY LABORATORY
JIABOPATOPUS KOHTPOJISI KAUECTBA

Mfg. date: 01/2018
Jata warotosnenus: 01/2018

ANALYSIS Ne: 040000183057

Ne ananu3a040000183057
Exp. date: 01/2021

Cpox rogHoctu: 01/2021

PRODUCT: FLUIMUCIL 600 mg effervescent tablets
[Mponyxt: Gnyumyin 600 Mr TabneTky WHIyHue

LOT No.: 356095
Cepusa No: 356095

ANALYSIS CERTIFICATE

Date: 31/01/18
Hata: 31/01/18
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AHATUTUYECKUH MTACIIOPT
TESTS ITokazaTtenn SPECIFICATIONS Crneuuduxauzu RESULTS Pe3ynbTatsl
Individual not identified impurity Not more than 0,5 % conforms
EnvHadHas HeMAeHTHOHLMPOBAHHAS He 6onee 0,5 % COOTBETCTBYET
npUMech
Sum of impurity Not more than 2,0 % conforms
CymMa npuMeceit He Gonee 2,0 % COOTBETCTRYET
Microbiological contamination *
Mukpobuonorudeckas YMcToTa *
Assay Acetylcysteine From 570.0 to 630.0 mg/tab 607,3 mg/tab

(95-105 % of labeled)
Ot 570.0 o 630.0 mr/Tab
{95-105 % oT yKa3aHHOTO Ha 3THKETKE)

(101,2 % of labeled)
607,3 mr/tab
(101,2. % oT yKazaHHOro
HA 3TUKETKE)

KonuuecTBeHHOE OnpeaeneHue
AUESTHJILHCTEHHA

¥ - The test has not been performed on this batch since it is not routine. The manufacturer guarantees conformity to
this requirement,

L2 HpH aHanu3e JaHHOH CCpHH YKA3aHHBIE [TOKA3ATE/IH HE ONMPEOE/IAINCE, TaK KAK 3TO HCMBITAHHE HE ABIACTCH
PYTHHHEIM. ITpouseomuTEND rapaHTHPYeT KaueCTBO [IPOAYKTA 10 3THM IMOKa3aTeNlaM.

THE LOT No. 356095 COMPLIES WITH THE ALL ABOVE-MENTIONED SPECIFICATIONS.
CEPHMS Ne 356095 COOTBETCTBYET BCEM BBILIEYKA3AHHBIM CITELTUOHUKALIMAM

(Seal) ZAMBON SWITZERLAND LTD
([TeuaTn) 3AMBOH CBHUTUEPJAHM JIT/L

Manager of Control Quality Department
3apeqyIOMAii OTOENIOM KOHTPOS Ka4ecTaa
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ZAMBON SWITZERLAND Lto
THE QUALIFIED PERSON
Dott. Emiliana Sion
(.3 & ROFR Ay by
/1



