Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIU3A
Product : Cetrine film coated tablets, 10 mg
Mpoaykr : LleTpun® TabneTku, NOKpHITHIE NMIeHOWHOM 0601109KO#, 10 M
Batch No/ :  B2104443 Batch Quantity / ¢ 668.100 KG/
Cepus Ne O6bem napTHN _ 668,100 KT"
Analytical Report No / 2002FP21002602 Date of Analysis / s 29-12-2021
AHagnTHYccKuil oTuer No JlaTa anaJjusa
Date of Manufacture / 12/2021 Date of Expiry / ¢ 1172024
JlaTa Npou3BoACTEA Iogen 1o

Analysis performed according ND / Ananus nposenen no H: TI N013283/01-160919 (amend Ne 1 from
12.05.2020 / wam. Ne 1 ot 12.05.2020

White core on a cross section. / Kpyreie
IBOSKOBLINMYKNble TabNeTkW, NOKpPBITEIE
nnenouHoil o6onoukol Gemoro usera, ¢

puckoii Ha opHOl  cropoxe. Ha
noriepeyHoM paspese — sapo Genoro
LBeTA.

Ne | Test/Iloka3aTens Result / PesyabTaTsl Specification / Hopma
White coloured, round, biconvex film| White or off white coloured, round,
1 Description / OnucaHue coated tablet with a breakline on one side.)biconvex film coated tablet with a

breakline on one side. White to off-
white core on a cross section. /
Kpyrible JBOAKOBEITYKIEIE TabneTKH,
NOKpbITHIE TMIEHOYHOH  0Gonoukoii
Genioro WIM mnoutH 6Genoro uBera, C
puckoli Ha onmno#f cropone. Ha
monepeyHoM paspese — AApo oT Gesoro
no moyTH 6eNoro 1BETA.

2 Identification by HPLC/
[TomnmAaROCTD

Complies as prescribed /
COOTBETCTBYET

The retention time of the main peak
in the chromatogram of test solution”
ishould correspond to the retention
time of the main peak in the
ichromatogram of cetirizine
dihydrochloride reference standard
isolution (section Assay). /

BpeMs  yRepXWBaHWUs OCHOBHOTO
muKka Ha XpoMarorpamme
MCTIBITYEMOr0  pacTBOpa  JHOJIXKHO
COOTBETCTBOBATH BpPEMEHN
yAEpPXHBAHUA OCHOBHOTO THKa Ha
XpoMaTorpaMMe pacTBopa
CTanmapTHOro ofpasua HeTHpu3nHa
rapoXnopuaa (pasmen
«KonuuecTBeHHOE onpeaeneHHey).

3 Average weight / Cpenuss
Macca

1902 mg / 190,2 Mr

191.0 mg + 3.0% (185.3 mg-196.7 mg)
191,0 mr + 3,0% (ot 1853 mMr no
196,7 mr)

4 Water / Bona

3.0% wiw / 3,0%

Not more than 8.0% w/w /
He 6anee 8,0 %

5 Uniformity of dosage units
OnHOpOAHOCTE
03UPOBaHUS

4,1/4,1

" | The acceptance value (AV) should be
lless than or equal to 15.0 /

[Tokasatens npuemneMocty (AV)

(romken 65ITE He Gonee 15,0.

Remarks : The Product confirms to ND/

Conclusion : APPROVED /

IIpumeuanne: [ponyxT cooTBeTcTBYET TpeGoBarmuam HJT | 3akntouenne: QNOBPEHO
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CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHAJH3A
\Product :+ Cetrine film coated tablets, 10 mg
TMpoxykr : Llerpuu® Tabnetky, NOKpLITHIE MIEHOYHOM 060109K0#, 10 MT
\Batch No/ : B2104443 Batch Quantity / : 668.100KG/
Cepus Ne Obnem napTun 668,100 K"
Analytical Report No / ¢ 2002FP21002602 Date of Analysis / 3 29-12-2021
Auanutnyeckuit oTyer Ne |flaTa ananusa
Date of Manufacture / ;1272021 | Date of Expiry / : 1172024
ATA MPOU3BOACTBA Togen no

Analysis performed according ND / Anaaus nposeaen mo HJI: TT N013283/01-160919 (amend Ne 1 from
12.05.2020 / u3m. Ne 1 ot 12.05.2020. '

Ne  |Test/IToxazaTenn Result / PesynbTaThl Specification / Hopma
6 Dissolution / PacTBopernne 99%, 99%, 99%, 102%, 99%, 100% |Not less than 80% (Q) of the
labeled amount of
Q]H25C|N203‘2HCI (cetirizine
dihydrochloride) is dissolved in 30
minutes /
He w™enee 80 % (Q) or
HOMHHAJILHOIO couepKaHNA
C1|H25C]N203'2HC] (ue'rnpualma
, . WTHAPOXJIOPHA) Yepes 30 MAH.
7 Impurities by HPLC/
Poncreenusie nprMecH ) Not more than 0.2 % / e 6onee 0,2
o UCTHPU3UHA %
Q. :
Q @) Impurity A/ Not detected / He o6HapyxeHa ) Not more than 0.2 % / He Gonee 0,2
QO puMech A %
8 b) Impurity B / Not deteeied § Ha obrapyens ic) Not more than 0.2 % / re 6onee 0,2
— npumecs B %
O c) Impurity C/ t ted / He 06
+= pumecs C o dsicotedy B dpymenn id) Not more than 0.2 % / He 6onee 0,2
- p . Y
O ! . . o
Q ) mputy B/ Not detected / He o6Hapyxena
:% npumech D E) Not more than 0.2 % / ue Gonee 0,2
; %
p) fmpurity B 0.03% /0,03% .,
npumeck E e f) Not more than 0.2 % / He Gonee 0,2
f) Impurity F / Not detected / He obHapyxkena %
F
| P @) Not more than 0.2% /
g) Any unspecified impurity 099 /0,09% He Gonee 0,2%
JTro6as exuHHUHAsA
HENICHTMUUMPOBAHH h) Not more than 2.0% /
F" ApEMeCk He Gonee 2,0%
h) Total impurities / Cymma  [0.1%/0,1%
npumeceit
Remarks : The Product confirms to ND/ ‘ Conclusion : APPROVED /
Ilpumeyanne: IIpogykT cooTBeTcTBYET Tpebopanuam HJI _3akmouenune: OIOBPEHO
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CERTIFICATE OF ANALYSIS

CEPTUDUKAT AHAJU3A
\Product + Cetrine film coated tablets, 10 mg “

TipoaykT Llerpnu® TabneTku, NOKPLITHIE TWICHOYHOH 060104K0H,10 Mr
Batch No / : B2104443 Batch Quantity / ¢ 668.100KG/
Cepus No 06vLeM MapTHH 668,100 KI"
Analytical Report No / +  2002FP21002602 Date of Analysis / : 29-12-2021
AHAJUTHYECKHI oTueT Ne JlaTa aHaJu3a
Date of Manufacture / v 12/2021 Date of Expiry / : 11/2024
JiaTa NPON3BOACTBA _|Fogen o
Analysis performed according ND / Anajus nponeneu no HJI: IT N013283/01-160919 (amend Ne 1 from
12.05.2020 / n3m. Ne 1 ot 12.05.2020.
Ne  [Test/ Tokazatenns Result / PesyabTaThl Specification / Hopma
8 Microbial limits /
MuxpoGuonornyeckas
HUCTOTA )
a) Total aerobic microbial Less than 10 CFU/g / Not more than 1000 CFU/g /
count / O6inee YKcno [Menee 10 KOE/r He Gonee 1000 KOE/r
a3p0oOHEIX MIKPOOPTaHW3MOB ,
Not more than 100 CFU/g /
b) Total combined yeasts and [Less than 10 CFU/g / He 6onee 100 KOE/r
mould count / O6uee uncno [Menee 10 KOE/r
IPOXOKERBIX M TIECHEBBIX
rpu6oB Shall be absent in 1g / Otcytcraue B 1
c) E. coli Absent in 1g / OtcyTcTByeT B IT r _
9 Assay / KonnuectseHHoe 9.89 mg /9,89 Mr v Each film coated tablet contains noff
oTipeenente - less than 9.0 mg and not more than 11.0
mg  CyHsCIN,O53-2HCI (cetirizine]
ldihydrochloride) per tablet / Ot 9,0 mr
no 11 ,0 MU Cz]stC]NzO;‘2HC|
(LeTHpH3WHA  JWIHAPOXJIOPHA) B
: '[rabnerke.
10 Package / YmaxoBka 10 tablets in PVC/aluminum blister. 10 tablets in PVC/alummum blister. 2
2 blisters and patient information leaflet in jor 3 blisters and patient information
a carton. / ITo 10 Tabnerok B leaflet in a carton. "In bulk" package:
MBX/antomunuesoM 6iucrepe. ITo 10 blisters in a carton. 252 cartons in
2 6nucTepa BMecTe C MHCTPYKLHEH o master carton.
|mprMeHeHWT0 YMakoBaHEI B NagdKy VITo 10 Tabnerox B
KapTOHHYIO. [TBX/amomunnesoM Gnucrtepe. Io 2
v 3 Gnucrepa BMecTe ©
RHCTPYKNIUEH MO TPUMEHEHHIO
[yITakoBaHEI B MTa4Ky KapTOHHYIO.
Vmakoeka  "in-bulk": Tlo 10
6nUcTEPOB MOMEMAKOT B KAPTOHHYIO
xopobky. Ilo 252 xapTOHHBIE
KopoGKM NMOMEIAloT B KapTOHHDIHN
3 ; Kopob.
11 Labeling / MapkupoBka According to ND / B coorBercTeuyn ¢ HII
12 Storage conditions / At temperature below 25 °C. / TIpu TeMneparype He sbie 25 °C.
Xpanenve :
13 Shelf life / Cpox romHoctt  [3 years / 3 roaa
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
Hpumeyanne: Tponykr cootsercrsyer TpeGopanmaM HI | 3axumouenne: OMIOEPEHO
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