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CERTIFICATE OF ANALYSIS
CEPTHUDOUKAT AHAJIM3A

Product : Cetrine film coated tablets, 10 mg

Tpoaykr : Uerpus® TabieTkn, MOKPBITHIE TUIEHOUHO 0607104K0M, 10 MT - B B
Batch No / :  B2200897 Batch Quantity / : 687.600 KG/

Cepust Ne B OobeM napTuu 687,600 KT"

Analytical Report No / : 2002FP22000620 Date of Analysis / 1 27-03-2022
AHATHTHYECKHH oT9eT No Jara anaiausa B

Date of Manufacture / : 0372022 Date of Expiry / ¢ 02/2025

JdaTa npon3soacTBa Tonen no

Analysis performed according ND / Auasaus nposegen mo HJI: T1 N013283/01-160919 (amend Ne 1 from
12.05.2020 / u3m. Ne 1 ot 12.05.2020, amend Ne 2 from 07.10.2021 / u3sm. Ne 2 ot 07.10.2021)

Ne | Test/IloxaszaTean Result / PesyabTaThl

| Specification / Hopma

White coloured, round, biconvex film
1 Description / Onncanne coated tablet with a breakline on one side.
White core on a cross section. / Kpyrible
BOAKOBBITYKJIbIE TaOJETKU, MOKPbLITHIE
IJIEHOYHOU 00050YKoif Oeyoro 1BETa, C
puckoit HWa  omHO#  cropoHe. Ha
MmorepevyHoM paspese — sAapo Oenoro
BeTa.

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.
Kpyriibie OBOSKOBBIIYKIbIE TabieTku,
MOKPBITBIE  TIIEHOYHOHM  06onoukoit
Oenoro WAM MOYTH Oeloro usera, ¢
puckoli Ha onHoW crTopoHe. Ha
[ofiepevyHoOM pazpese — SAPo OT Germoro
1o moytn Genoro LBeTa.

2 Identification by HPLC/ Complies as prescribed /
[TonyMHHOCTD CooTBETCTBYET

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). /

Bpemsi yAepXUBaHUs OCHOBHOTO
1Ka Ha XpoMaTrorpaMMme
UCIIBITYEMOTO ~ pacTBOpa  JOIKHO
COOTBETCTBOBATh BpeMeH!
yIep>KABaHUI OCHOBHOTO THKa Ha
XpoMarorpaMmme pacTBopa
CTaHAapTHOro obpaslia LeTHpU3UHa
THAPOXIIOpHIA (pasmen
«KonuyecTBeHHOE OMpPeCTICHUEY ).

3 Average weight / CpenHss 11923 mg / 192,3wmr
macca

Water / Bona ©3.2% wiw /3,2%

[ ESY ‘

| Uniformity of dosage units 49/49
OaHOPOOHOCTH
MO3UpOBAHMA

191.0 mg + 3.0% (185.3 mg-196.7 mg)
191,0 mr £ 3,0% (ot 185,3 MTr mo
196.7 M1)

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

The acceptance value (AV) should be
less than or equal to 15.0 /
[Toxazarens npuemieMoctu (AV)
imoikeH ObITE He Hostee 15,0.

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
Mpumeuanne: ITpogykT cooTBETCTBYET TpeboBanuam HJ 3axawuenne: OJOBPEHO

WI-GLOB-QA-0669-1.0

Page 1 of 4

Printed By: K Narayana Swamy Printed Date & Time (IST):  28-03-2022 16:57:36




| gl

Copy

trolled

con

i

L

CERTIFICATE OF ANALYSIS

CEPTHO®UKAT AHAJIU3A
Product : Cetrine film coated tablets, 10 mg i =
Mpoxykt : lletpua® TablieTky, MOKPLITHIE TNIEHOWHOM 06on0vKo#, 10 Mr . -
Batch No / ¢ B2200897 Batch Quantity / 1 687.600 KG/ R
|Cepust No O6nRem napTun 687,600 KI"
Analytical Report No / : 2002FP22000620 Date of Analysis / : 27-03-2022
| AHaJHTHYECKHI oTyeT No JlaTa anaimnsa
Date of Manufacture / ¢ 03/2022 Date of Expiry / s 02/2025
JlaTa npou3BoACTEA Tomen o -

Analysis performed acco;ding ND / Anays nposeaen no HJ[: TI N013283/01-160919 (amend Ne 1 from
12.05.2020 / uzm. Ne 1 ot 12.05.2020, amend Ne 2 from 07.10.2021 / u3sm. Ne 2 or 07.10.2021)

Ne | Test/Ilokasarenn Result / PesyanTarbl | Specification / Hopma |
] Dissolution / PacTBoperue 96%, 94%, 96%, 96%, 95%, 96% Not less than 80% (Q) of the
labeled amount of

C,;H,5sCIN,O5-2HCI (cetirizine
dihydrochloride) is dissolved in 30

minutes /
He w™menee 80 % (Q) or
HOMWHAITEHOTO cofiepaHus

C,HysCIN,O5-2HCI (uetmpusuina
|muraapoxsopun) yepes 30 MUH.

7 Impurities by HPLC/

! PopicTBeHHBIC TIPUMECH a) Not more than 0.2 % / He Gonee 0,2
| UCTHPH3MHA A
a) Impurity A / Less than Limit of Detection (LOD= b) Not more than 0.2 % / we 6oee 0,2
npuMech A 0.005%) %%
b) Impurity B/ Less than LOQ (LOQZO.OIO%) c) Not more than 0.2 % / ne 6omnee 0,2
npuMecs B %
c) Impurity C/ Not detected / He o6Hapy»ena
mpumech C d) Not more than 0.2 % / ne 6onee 0,2
%
d) Impurity D / Not detected / He oGHapy»xena
npumeck D e) Not more than 0.2 % / e 6onee 0,2
e) Impurity E / 0.04% / 0,04% i
fpumecs E f) Not more than 0.2 % / ne 6onee 0,2
f) Impurity F / Not detected / He oOHapy»xena %
npumeck F
) Not more than 0.2% /
9) Any unspecified impurity |5 1294/ 0,12% He 6onee 0,2%
JTro6as equHWIHAN
Heu/IeHTHPHUMPOBAHH h) Not more than 2.0% /
Pl TIPUMECE He Gonee 2,0%

h) Total impurities / Cymma  [0-2%/0,2%

npuMecei
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
NMpumeuanue: [IpoaykT cooTBeTcTBYET TpeboBanuam HJ Zaxkmouenune: OJIOBPEHO
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CERTIFICATE OF ANALYSIS
CEPTUOHKAT AHATH3A

Product Cetrine film coated tablets, 10 mg
MMpoayxTt LleTprH® TabneTku, NOKPBITLIE MIEHOYHON 0607104K0#. 10 MI -
Batch No / B2200897 Batch Quantity / : 687.600 KG/
Cepus Ne O0beM naprum 687.600 KI"
Analytical Report No / 2002FP22000620 Date of Analysis / 27-03-2022
AuaJuTHYeCKHil oT4eT No JlaTa anandsa
Date of Manufacture / 03/2022 Date of Expiry / 02/2025
JlaTa NpoN3BOACTEA Tomen 10
Analysis performed according ND / Ananns nposegen no HJI: T1 N013283/01-160919 (amend Ne 1 from
12.05.2020 / w3m. Ne 1 ot 12.05.2020, amend Ne 2 from 07.10.2021 / m3m. Ne 2 ot 07.10.2021)
Ne [Test/IokasaTenn | Result / PesyabTaTsi Specification / Hopma 5
8 Microbial limits /
Mukpobuonornyeckas
HHCTOTA
a) Total acrobic microbial Less than 10 CFU/g / Not more than 1000 CFU/g /
count / O6Luee yncno Menee 10 KOE/r He 6onee 1000 KOE/r
a’poOHBIX MUKPOOPTaHN3MOB
Not more than 100 CFU/g /
b) Total combined yeasts and [Less than 10 CFU/g/ He 6onee 100 KOE/r
mould count / O6mee uncno  Menee 10 KOE/r
IPOMOKEBBIX W TICCHEBBIX |
rpuboB Shall be absent in 1g / OrcytcTBue B 1
Absent in 1g / OrcytcTBYyeT B 1T r
) E. coli
|9 Assay / KonndecTBeHHOE 9.83 mg/ 9,83 Mr Each film coated tablet contains not
oTpeieNeHne less than 9.0 mg and not more than 11.0)
mg CyHysCINyO32HCI  (cetirizine
dihydrochloride) per tablet / Ot 9,0 Mr
10 11 ,0 MT C21H25C1N203'2HC]
(ueTpu3uHa  JWUTHAPOXJIOPUA) B
TabJIeTKeE.
10 Package / YnakoBka 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
a carton. / ITo 10 TabneTok B 1Ieaﬂet in a carton. "In bulk" package:
(MMBX/amomunueBoM 6nucrepe. ITo 10 blisters in a carton. 252 cartons in
2 GiucTepa BMECTE ¢ MHCTPYKIMeE o |master carton,
IPUMEHEHUIO YITAaKOBaHBI B TTAUKY / TTo 10 TabneTok B
KapTOHHYIO. [TBX/amomunueBomM onuctepe. ITo 2
uny 3 6nucrepa BMECTE C
WHCTPYKUHUEH TT0 IPUMEHCHUIO
YITaKOBAHBI B TTAYKy KAPTOHHYIO.
VYnakoeka  “in-bulk": Ilo 10
GITUCTEPOB MMOMEINAIOT B KAPTOHHYIO
kopobky. Ilo 252 kaproHHBIe
KOpPOOKH TOMEIIAlOT B KapTOHHBIH
kopob.
11 Labeling / MapkupoBka According to ND / B cootercTBuM ¢ HJ{
12 Storage conditions / At temperature below 25 °C. / TIpn Temnepatype He Bolwe 25 °C,
XpaHenue
13 |Shelflife / Cpok ronHocTn 3 years / 3 rona - a
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
IMpumeuanne: [IpogyKT cooTBETCTBYET Tpebopauusam HJI 3axmouenne: OJOBPEHO
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