CERTIFICATE OF ANALYSIS

CEPTUOHUKAT AHAJIU3A
Product Cetrine film coated tablets, 10 mg
MpoaykT Ierpua® TabNeTKN, TOKPBITHIE MIIEHOUHONW 060104KOH, 10 MC —— ]
Batch No / B2200895 Batch Quantity / : 687.600 KG/
Cepust No B O06bemM MapTHH 687,600 KT’
Analytical Report No / 2002FP22000602 Date of Analysis / i 31-03-2022
AHaauTHYecKHii oTuet Ne JaTta anaansa
Date of Manufacture / 03/2022 Date of Expiry / 02/2025
Jata nipou3BoicTBa Iopen 1o

Analysis performed according ND / Ananus nposeaen mo H: TI N013283/01-160919 (amend Ne 1 from
12.05.2020 / m3M. Ne 1 ot 12.05.2020, amend Ne 2 from 07.10.2021 / n3m. Ne 2 o1 07.10.2021)

Ne Test / IloxazaTenns

1 Description / Oniicanme

Copy

A
|

Incontrolie

| ]

s

2 Identification by HPLC/
[ToapnuHHOCTE

| Result / Pesynbratel
White coloured, round, biconvex film

coated tablet with a breakline on one side.
White core on a cross section. / Kpyrisie
BOSIKOBBIMYKJble TableTKy, MOKpPBIThIE
IeHOYHOH o6omoukoii Oemoro 1BeTa, C

puckoit Ha  omHoH  cropone. Ha
morepeyHoM paspese — dAnpo Oenoro
BeTa.

Specification / Hopma
White or off white coloured, round,|
biconvex film coated tablet with a
breakline on one side. White to off-
white core on a cross section. /
KpyTisie ABOSIKOBBIMYKNIblE TabIIETKH,
MOKPBITBIE  TIJIEHOYHOM  0OOROYKOM
Genoro wiM moyTH Oenoro uBera, c
puckoii Ha ofHOW cropone. Ha
MOTIEPETHOM pa3pese — AAPo OT Henoro
0 MoyTH Henoro nBera.

Comf)lies as prescribed /
CoO0TBETCTBYET

|«KonuyecTBeHHOE ONpeicIeHIE ).

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

Bpems ymepXuBaHMs OCHOBHOTO
nvka Ha XpoMarorpamMmme
UCIBLITYEMOr0  pacTBopa  JIOIIKHO
COOTBETCTBOBATD BpEMEHH
yIepXUBaHUS OCHOBHOTO THKa Ha
XpoMaTorpamMMe pacTBopa
CTaHApTHOTO o6paslia LEeTHPU3NHA
rHIIpoXJIoprUaa (paznmen

3 Average weight / Cpennss
macca

189.7mg / 189,7wmr

191.0 mg + 3.0% (185.3 mg-196.7 mg)
191,0 mr = 3,0% (ot 185,3 Mr mo
196,7 Mr)

4 Water / Bona

3.1% w/w / 3,1%

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

5 Uniformity of dosage units
OIHOPOIHOCTE
MO3UPOBAHH

32732

The acceptance value (AV) should be
less than or equal to 15.0 /
[TokazaTtens nmpuemneMoctd (AV)
moJnkeH 66ITEL He Oostee 15,0.

Remarks : The Product confirms to ND/
Ipumeuanne: [IponykT coorBeTcTBYET TpeboBanmsiM H]I

Conclusion : APPROVED /
3axmouenne: OJJOBPEHO
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CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIM3A
Product Cetrine film coated tablets, 10 mg o ]
IMpoaykrT Lerpur® TabierTku, NoKphIThe TIIEHOYHOH 06051049K0#,10 MT
Batch No / B2200895 Batch Quantity / : 687.600 KG / -
|Cepus Ne o O6bem napTuu 687,600 KI” B
Analytical Report No / 2002FP22000602 Date of Analysis / 31-03-2022
AHaJIHTHYECKRid oT4eT No JlaTa anajunsa
Date of Manufacture / 03/2022 Date of Expiry / 02/2025
JlaTa mpou3BoJCTBA Tomen 1o

Analysis performed according ND / Anasms nposenen no HJI: TT N013283/01-160919 (amend Ne 1 from
12.05.2020 / u3m. Ne 1 o1 12.05.2020, amend Ne 2 from 07.10.2021 / m3m. Ne 2 ot 07.10.2021)

Ne Test / llokazaTean,
6 Dissolution / PacTBopeHue

Result / Pe3ynnratel

97%, 98%, 96%, 95%, 97%, 97%

Specification / Hopma

Not less than 80% (Q) of the
labeled amount of
C, H,sCIN,O5:2HCI (cetirizine
dihydrochloride) is dissolved in 30
minutes /

He meHee % (Q) or
HOMWHANBHOTO COOEpXKaHMUs
C,HysCIN, 05 2HCI (ueTupusuna
nuruapoxsiopun) yepes 30 mMuH.

80

7 Impurities by HPLC/
PopcreenHsle mpuMech
LEeTHPU3UHA

a) Impurity A /
npuMech A

b) Impurity B /
npuMech B
c) Impurity C/

npumech C

d) Impurity D /
nmpuMecsk D

e) Impurity E /
npruMeck E

f) Impurity F /
npumecsh F

g) Any unspecified impurity

JIro6as enuaAdHAs
HeuAeHTHHULN POBAHH
ast TIPUMECh

h) Total impurities / CymMmma
npumecen

Less than Limit of Detection (LOD=
0.005%)

0.01% /0,01%

Not detected / He o6HapyxeHa

Not detected / He o6HapysxeHa

0.04% /0,04%

Not detected / He oGHapysxeHa

0.11%/0,11%

0.2%/0,2%

a) Not more than 0.2 % / He Gonee 0,2
%

b) Not more than 0.2 % / He 6onee 0,2
%

c) Not more than 0.2 % / "e 6omee 0,2
%

d) Not more than 0.2 % / "He 6onee 0,2
%

e) Not more than 0.2 % / ne Gonee 0,2
%

f) Not more than 0.2 % / He 6onee 0,2
%

g) Not more than 0.2% /
He 6omee 0,2%

h) Not more than 2.0% /
He 6onee 2,0%

Remarks : The Product confirms to ND/
TMpumeyanue: [TpomykT cooTseTcTBYET TpeboBannsam HJI

Conclusion : APPROVED /
3akmouenne: OJJOBPEHO
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CERTIFICATE OF ANALYSIS

CEPTHOHUKAT AHAJIU3A
Product Cetrine film coated tablets, 10 mg
IMpoaykT HeTprA® TabneTKH, MOKPHITHIE TIEHOYHOH 060m0uKo#t,10 MT B
Batch No / B2200895 Batch Quantity / : 687.600 KG/ |
Cepust Ne O6semM napTun 687,600KI"
Analytical Report No / 2002FP22000602 Date of Analysis / 31-03-2022
AHaJIHTHYECKHIT oT4eT No Jara ananu3za
Date of Manufacture / 03/2022 Date of Expiry / 02/2025
JlaTa mponsBoacTBa I'open no

Analysis performed according ND / Anaaus nposeaex no HJ[: TIN013283/01-160919 (amend Ne 1 from
12.05.2020 / w3m. Ne 1 ot 12.05.2020, amend Ne 2 from 07.10.2021 / usm. Ne 2 ot 07.10.2021)

Ne Test / HokazaTtean | Result / PesyabTaTnl [ Specificition / Hopma B
8 Microbial limits /
Mukpobuonoruyeckas
HUCTOTA
a) Total aerobic microbial Less than 10 CFU/g / Not more than 1000 CFU/g /
count / OG1uee yucno Menee 10 KOE/r He 6osiee 1000 KOE/r
a9pO0HBIX MHKPOOPTAaHU3MOB
Not more than 100 CFU/g /
b) Total combined yeasts and [Less than 10 CFU/g/ He 6onee 100 KOE/r
!mould count / O6mee ynucno |Menee 10 KOE/r
TPOOKEBBIX W TUIECHEBBIX
rpu6oB Shall be absent in 1g / Orcytcraue B 1
Absent in 1g / OtcytcTByer B IT r
c) E. coli
9 Assay / KonmndectBeHHOE 9.55 mg /9,55 mr Each film coated tablet contains not
| oTIpeieeHIE less than 9.0 mg and not more than 11.0
[ mg C21H25C1N203'2HC1 (cetirizine
dihydrochloride) per tablet / Ot 9,0 Mt
mo 11,0 mr  C,yHysCIN,O5-2HCI
(ueTMpU3WHa  OUTHAPOXJOPHUA) B
frabneTke.
10 Package / YnaxoBka 10 tablets in PVC/aluminum blister. 10 tablets in PVC/aluminum blister. 2
2 blisters and patient information leaflet in [or 3 blisters and patient information
la carton. / TTo 10 TaGieTok B leaflet in a carton. "In bulk" package:
[[IBX/anomMunuesom 6mucrepe. [To 10 blisters in a carton. 252 cartons in
2 6nmucTepa BMecTe ¢ MHCTPYKIuEl mo  |master carton.
MPUMEHEHWIO YITakOBaHbl B 1Tauky ITo 10 Tabnetok B
KapTOHHYO. [IBX/anroMunueBoM Onucrepe. 1o 2
vnu 3 6iucrepa BMECTE C©
WHCTPYKIMEH 10 TIPHMEHEHUIO
YTaKOBAHBI B TTAYKy KaPTOHHYIO.
Vnakoska  "in-bulk": ITo 10
OTUCTEpOB NTOMEIIAIOT B KAPTOHHYIO
kopobky. Ilo 252 kapToHHbBIe
KOpOOKH IMOMEIIAIOT B KAPTOHHEIH
; S . Kopob.
11 Labeling / Mapxuposka According to ND / B cootsercTBun ¢ HJJ
12 Storage conditions / At temperature below 25 °C. / [Ipu Temneparype He Boiue 25 °C.
XpaHeHWE .
13 SIE]fm / Cp_OK rOJHOCTH 3 years / 3_ro;[a - — B ]
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
IIpumeuanne: IlpoaykT coorBeTcTBYET TpeboBanusaM HJL 3akmouenne: OJIOBPEHO
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