JAEKJIAPAIIST O COOTBETCTBUH

AEKJIAPAHT, IPUHUMAIOIIUNA JEKJAPAIIMIO O COOTBETCTBHH:
000 "3ambon Dapma”

Ceedenus o peeucmpaiuu opearnusayuu: Mexcpationnan uncnexyua Pedeparbroil Hanoz080u cayxctv: Ne
46 no 2. Mockee 10.07.2007, OI'PH 1077757775182, dama npuceoenus OI'PH: 10.07.2007

Aopec: 119002,2. Mocxkea, nazosckuii nep., 0.7 .Teaechon:8(495) 933-38-30

B nuye: enepaneuviii oupexmop O6pyynuxos A.B.

Hosepenrnoe nno: Unsnnuxos P.B. Josepennocms: Nel81 om 01.03.20192.

SASABISIET, UTO

nexapemeennoe cpedcmeo: Payusyyun ®, madaemru wiunyue 600 ymz 2 uim., YnaKoeKu A4etikosbe
xonmypuete (10), nauku kapmonusie, pez.yd. Ne IT N012975/01 om 18.09.2007, cepus 367800, napmua
12129 ynaxoeok, 20den do 01.09.2022, npoussodcmea 3ambon Ceumyepnano JImo, [Lsetiyapus,

koo OKII[2 21.20.10.255, koo TH B3 3004900002, Hozosop Ne 6/ om 01.08.2019, uneotic
Nel419000763 om 14.10.20]9

COOTBETCTBYLET TPEEOBAHUSIM
[T NQ12975/01-180907 uzm. Ne ]-4

JEKJAPALIMSI ITPUHSITA HA OCHOBAHUU

npomoxon ucnetmanut Ne 10952/] om 22.10.2019 HIT OO0 "Lenmp koumponrs kaxecmea Buonatigh",
ammecmam axkpedumayuu RA.RU.211JKO1 om 22.07.2015 2., ananumuveckusi cepmughuxam 3ambon
Coumyepaand Jimo om 20.09.20192., Cepmugpuxam POCC CH.®dMOS.C10085 om 22.10.2019

Ulnsanuukos P.B.
O.H.0

CBEJIEHUSA O PETUCTPAIIUU

OPTAH IO CEPTU®HUKAIIUH, 3APETACTPUPOBABILIUIT JEKJAPAIIUIO

Opean no cepmughixayuu npodyxyuu

Obujecmea ¢ ozpanunennos omeememeenHocmyio « OKPysCHOL yerwmp cepmu@urayuL»,
adpec: 620014, POCCHA, Ceeponosckasn obnacinb, Examepunbype, Xoxpsixoea, 74, 1706,
men: (343) 380-27-55, www.ekbocs. ru, ammecmam axkpedumayuu Ne RA.RU. 11 PMOS
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ZAMBON SWITZERLAND Ltd.

6814 Cadempino, Svizzera
JAMBOH CBHUTLEPTTALL M.
68 14 Kaaemnino, Wociiupna

CONTROL QUALITY LABORATORY
JABEOPATOPHA KOHTPOJIA KAUECTBA

Mfg. date;05.09.2019
Hata m3rotoBnenus: 05.09.2019

ANALYSIS Ne: 040000203411
Ne ananm3a0400002034 | |

Exp. date: 09.2022
Cpox rogrocti: 09.2022

PRODUCT: FLUIMUCIL 600 mg effervescent tablets
Mpouykt: dayumyin 600 mr TadreTkH Wnmyme

LOT No.: 367800
Cepua No: 367800

TESTS Ioxazatenn

ANALYSIS CERTIFICATE

AHATIMTUYECKHMH MACTIOPT

_ SPECIFTICATIONS Crenmdiikaumi

Date: 19.09.2019
Hara: [9.09.2019

page 1/2

RESULTS Pesynbrate

Appearance

Onucaite

Appearance of water solution

Onwcanie BoOHOrO pacTeopa

ldentification of Acetyicysteine
IopnuHHoCT, AueTniucTenna

Average weight of tablets
and uniformity of mass

CpeaHas macea tadieTok
" OAHOPOUAHOCTE 110 MAcce

Disintegration
PacnapaemocTts

pH ofvweater solution
pH Bonsoro pacteopa

Loss on drying

[Toteps B macce npw BeICYWIMBaHMI

Related substances
TocTopouHite npuMeck
Cysteine
LlncTenn
Cystine
Lincrin

White round tablets with a rough surface, with
characteristic citric, slightly sulfuric smell
Benble kpyrawic Tabaetky ¢ WEepOXOoBaTOM
MOBEPXHOCTBHO, ¢ XAPAKTEPHBIM JIHMOHHbIM,
CIIErKa CEPHBIM 3anaxom

Stightly opalescence solution with characteristic
citric flavour and slightly sulfuric smell

Cnerka onanecunpyrouuiii pactsop c
XAPaKTEPHLIM 3a0aX0M JHMOHHOIO
APOMATH3ATOPA H /eI KHM CEPHBIM 3a11aX0M

corr. to standard
COOTBETCTRYET CTAKIAPTY

1.9g+3%
18720: average weight + 5,0 %
2220 average weight = 10,0 %

L9r+ 3%
18/20: cpennsia macca = 5,0 %
2/20: epeanss macca + 10 %

Not more than 3 min,
He Gonee 3 ain

From 3,2 to 4,2
OT 3,2 10 4,2

Not more 0,2%,
He Sonee 0,2%

Not more than 0,5 %
He Gonee 0.5 24
Not imore than 0,3 %
He Oonee 0,5 %

confurms

COOTBETCTRYET

conforms

COOTBETCTRY

conforms
COOTBETCTRYET

1.89 ¢
conforns

1,891
COOTBETCTRYET

Conforms
COOTBETCTBYET

3,9
3,9

:f"| JI '}H
.1 %

conforing
COOTBETCTBVET

conforms
COOTBETCTBYCT



ZAMBON SWITZERLAND Ltd.

6814 Cadempino, Svizzera
3AMBOH CBUTLIEPJIAHT Jlra.
6814 KanemnuHo, I11BeHuapHs

CONTROL QUALITY LABORATORY ANALYSIS Ne: 040000203411 Date: 19.09.2019
TAGOPATOPUS KOHTPOJIA KAYECTBA  Ne anamusa: 040000203411 Hara: 19.09.2019
Mfg. date: 05.09.2019 Exp. date: 09.2022

Iata usrotosnenus: 05.09.2019 Cpok roasoctu: 09.2022

PRODUCT: FLUIMUCIL 600 mg effervescent tablets

Ipoayxt: ®ayumyuin 600 Mr TAGNETKA LIMITY4HE

LOT No.: 367800 page 2/2
Cepust Ne: 367800

ANALYSIS CERTIFICATE
AHAJIUTUYECKUH ITACTIOPT
TESTS [Tokazatenu SPECIFICATIONS CrieHKalnH RESULTS PeaynsTate!
N,N'-diacetylcystine Not more than 1,0 % conforms
N,N’-anaLeTHIIHCTHH He Gonee 1,0 % COOTBETCTBYET
N,S diacetylcysteine Not more than 1,0 % conforms
N,S-IHaUeTHILHCTEHH He 6onee 1,0 % COOTBETCTBYET
Individual not identified impurity Not more than 0,5 % conforms
EnuMHWYHASA HeHJeHTHDHIMPOBAHHASA He Gonee 0,5 % COOTBETCTBYET
pyMech
Sum of impurity Not more than 2,0 % conforms
Cymma nmpumecer He 6onee 2,0 % COOTBETCTRYET
Microbiological contamination Corresponds with Pharmacopoeia conforms
requirements
MukpoGHONOrU4ecKas YUcToTa Coomsememayem mpebosaniam coomaemcmayem
Dapmarxoneu
Assay Acetylcysteine From 570.0 to 630.0 mg/tab 581,4 mg/tab
(95-105 % of labeled) (97 % of labeled)
KonuuecTBEHHOE OIpeaeeHue Ot 570.0 no 630.0 mr/Tab 581,4 mr/tab
ALETHILKCTEUHA (95-105 % OT YKa3aHHOrO Ha ITUKETKE) (97 % OT yKa3aHHOro Ha
ITHKETKE)
THE LOT No. 367800 COMPLIES WITH THE ALL ABOVE-MENTIONED SPECIFICATIONS.
CEPMS Ne 367800 COOTBETCTBVET BCEM BBIIIEYKA3AHHBIM CITIELNOHUKALIMAM
(Seal) ZAMBON SWITZERLAND LTD
(Teuats) 3AMBOH CBUTUEPJIAHI JITL.

Manager of Control Quality Department
3apeyroLLnil OTAEOM KOHTPOIA KAauecTsa
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