AEKJIAPAIIASI O COOTBETCTBUHA

AEKJIAPAHT, IPHHUMATO LU JEKJIAPATIMIO O COOTBETCTBUH

| Q00 "3ambon dapma"

Ceedenun o pezucmpayuu opzanusayuu: Meowcpationnan uncnexyus @edepanvroii nanoz060i eayoncbor Ne 46 no
2. Mocxee 10.07.2007, OI'PH 1077757775182, dama npuceoerus OI'PH 10.07.2007.

Aopec: 119002,2. Mockea, I'azosckuil nep., 0.7 Tenepon:8(495) 933-38-30

B nuye: enepansherii dupexmop Obpyunuxos A.B,

Losepennoe nuyo: Llinsnnuxos P.B., oogepennocmos Nel56-1 om 26.10.18

3ASIBJIAET, UTO

nexapemeentoe cpedcmeo: Layumyyun, mabnemxu wunyyue 600 M2 2 wm., YNAKOGKU A4eliKogbie KOHMYpHble
(10), nauxu xapmounwvie, pez Ne IT N0O12975/01 om 18.09.2007, cepus 368512, napmus 12341 ynaxosox, 200en
do 01.10.2022, npouseodcmea 3ambon Ceumiepnand Jimd, Llleesiyapus, Bua Huoycmpua 13,CH-6814
Kadeamnuno, Ilseiiyapus koo OKIIN2 21.20.10.255, koo TH B3] 3004900002, konmpaxm Ne 5/H om
01.08.2019, unsoiic Ne 1419000864 om 06.11.2019

COOTBETCTBYET TPEEOBAHHUSM

II N012975/01-180907 uzm. Nel-4

AEKJIAPAIMSA IIPHHSITA HA OCHOBAHHU

npomoxon ucnsimanuii Ne 11901 om 14.11.2019 ®XJT 000 "TJ] "Hervma", ammecmam axxpedumayuu
RA.RU.21HP36, Cepmugpuxam POCC CH.®MI11.C94850 om 18.11.2019

% Hinanuukos P.B.

— 7 nonnuck d.U.0

CBEJEHUS O PETUCTPAIIH

OPT'AH IO CEPTH®HUKAITUH, 3APETHCTPHPOBAB LI JEKJIAPAITHAIO N
RA.RU.11®M11 OPI'AH 1O CEPTHOHKALIHH IIPONYKIHH OBIJECTBO C OIPAHHYEHHOH
OTBETCTBEHHOCTLIO "®OPMAT KAYECTBA", adpec opzanuzayuu : 109428, 2. Mockea, 1-wiii Basosckuii
npoesd, 0. 5, cmp. 1, adpec opeana no cepmugpurayuu: 129626, 2. Mockea, 1-an Meimuwunckasn, 0. 25, men.
(495) 783-19-08

JEKJAPALIASI O COOTBETCTBHH 3APEI'MCTPUPOBAHA M POCC RU J-CH. ®M11.A.46647/19
PATIMMH [8.11.2019

\ Wi Apowenko M.A.

TOAIHCD . Pyxopoaurens OC







ZAMBON SWITZERLAND Ltd.

6814 Cadempine, Svizeera
SAMBOH CBUTLEPTAH Nea,
6814 Kanemnnuo, [ecitnapns

CONTROL QUALITY LABORATORY
JIAGOPATOPHS KOHTPOJLSI KAYECTBA

Mfg. date: 03.10.2019
Jara mwroropnenus: 03.10.2019

ANALYSIS No: 040000204440
Ne ananmsa040000204440 Hara

Exp. date; 10.2022
Cpok rogrocth: 10,2022

PRODUCT: FLUIMUCIL 600 mg effervescent tablets
Mpoaykt: ®ayumywnt 600 Mr TabneTkn wWunyyue

LOT No.: 368512
Cepust No: 368512

TESTS INokaateau

ANALYSIS CERTIFICATE

AHATUTUYECKHH [TACTIOPT

SPECIFICATIONS Cneundgmnraunu

Date: 16.10.2019
16102019

page 1/2

RESULTS Pesynbrare

Appearance

Onmcanne

Appearance of water solution

Onucanne BOAHOTO pacTrOpa

Identification of Acetyleysteine
[ToANNHHOCTL ALETHAHCTEHHG

Average weight of tablets
and uniformity of mass

Cpeansia macca Tabnerox
11 OIHOPOAHOCTL MO Macce

Disintegration
Pacnaaaemocts

pH of water solution
pH Boanoro pactsopa

Loss on drying

oTepa B Macee Npit BLICY WIHBAIIMH

Related substances
[MocToponnie mpumec
Cysteine
Luerens
Cystine
Lluctun

White round tablets with a rough surface, with
characteristic citric, slightly sulfuric smell
Benpie Kpyrasie TablieTki ¢ wepoxoBaToii
NOBEPXHOCTLIO, C XAPAKTEPHBIM JIMMOHHBIM,
CIIETKA CEPHBIM 3araxom

Stightlv opalescence solution with characteristic
citric flavour and stightly sulfuric smell

Caerka onanecumpyiomiii pacTaop ¢
XapakTepHbIM 3aMAX0M THMOHHOTO
apoMaTH3ATOPA U JIETKHM CEPHBIM 3AI1aX0M

corr. to standard
COOTRETCTBYET CTARNAPTY

1,9g+3%
18/20: averuge weight + 5,0 %
2/20: average weight + 10,0 %

1.9 r+£39%
18/20: cpeanna macea £ 5,0 %
2/20: cpenuss macca + 10 %

Not more than 3 min,
He 6onee 3 mHH

From 3,2 to 4,2
Or3,21004,2

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 %

conforms

COOTBCTCTBYET

conforms

COOTBCTCTBYET

confornts
COOTBETCTBYET

189 ¢
conforms

1,891
COOTBETCTBYET

conforms
COOTBETCTBYET

[
L n

1.2 %

0,2 %

conforms
COOTBETCTBYET

coiforms
COOTBETCTRYET



ZAMBON SWITZERLAND Ltd.

6814 Cadempino, Svizzera
3AMBOH CBUTUEPJIAH] Jita.
6814 Kanemnuso, 111sefiuapus

CONTROL QUALITY LABORATORY

ANALYSIS Ne: 040000204440

JIABOPATOPHA KOHTPOJIS1 KAHECTBA Ne ananusa: 040000204440

Mfg. date: 03.10.2019
Jara warotosnenus: 03.10.2019

Exp. date: 10.2022

Cpox rognoctH: 10.2022

PRODUCT: FLUIMUCIL 600 mg effervescent tablets
[Tponykt: ©@nayumyuun 600 Mr TabaeTky WMMyyHe

Date: 16.10.2019
Iata: 16.10.2019

LOT No.: 368512 page 2/2
Cepun Ne: 368512
ANALYSIS CERTIFICATE
AHAJIMTUYECKH ITACIIOPT
TESTS Iloxazartenu SPECIFICATIONS Cneuutuxaumm RESULTS Pe3ynsTaTsl
N,N-diacetylcystine Not more than 1,0 % conforms
N,N'-auaueTHALIHCTHH He Gonee 1,0 % COOTBETCTBYET
N.S diacetylcysteine Not more than 1,0 % conforms
N,S-auanernauucrevs He Gonee 1,0 % COOTBETCTBYET
Individual not identified impurity Not more tharn 0,5 % conforms
Enunuunas HeyaeHTHOULHUPOBAHHAS He 6onee 0,5 % COOTBETCTRYET
[pUMech
Sum of impurity Not more than 2,0 % conforms
Cymma npHmecei He Gonee 2,0 % COOTBETCTBYET
Microbiological contamination Corresponds with Pharmacopoeia conforms
requirements
Muxpobuonoruyeckas YHCTOTa Coomasemcmayem mpebosanuam coomsemcmeyem
Dapmaxoneu
Assay Acetylcysteine From 570.0 to 630.0 mg/tab 598,0 mg/rab
(95-105 % of labeled) (98 % of labeled)
KonuuecTBeHHOE OonpefeneHue Ot 570.0 no 630.0 mr/Tab 598,0 wmr/Tab

AleTHILHCTEHHA

(95-105 % OT yKa3aHHOTO Ha 3TUKETKE)

(98 % OT yka3aHHOTO Ha

ITHKETKE)

THE LOT No. 368512 COMPLIES WITH THE ALL ABOVE-MENTIONED SPECIFICATIONS.
CEPHS Ne 368512 COOTBETCTBYET BCEM BBILIEYKA3AHHBIM CIELTHO®UKALIMAM

(Seal)
(Tleuatn)

Manager of Control Quality Department

3ape/yOIIHi OTAETIOM KOHTPOJIA KayecTpa
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ZAMBON SWITZERLAND LTD
3AMBOH CBUTUEPIAH[ JITH.

ZAMBON SWITZERLAND Ltd
THE QUALIFIED PERSON

Dott. Emilianc Sion
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