Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHAJIN3A
Product  : Cetrine film coated tablets, 10 mg
Mpoaykr  : Lletpun® TabneTku, MOKPLITHIE TIIEHOYHOM 0607109K0#,10 Mr
Batch No / : B2200336 Batch Quantity / : 677.010KG/
Cepust Ne O0BbeM NapTHR 677,010 KT
Analytical Report No / ¢ 2002FP22000182 Date of Analysis / t 31-01-2022
AHaJHTHYeCKHIt oTyer Ne JlaTa ananu3sa
Date of Manufacture / 01/2022 Date of Expiry / s 12/2024
JlaTa npou3BoacTBa Topen no

Analysis performed according ND / Ananus nposenen mo H: TTN013283/01-160919 (amend Ne 1 from
12.05.2020 / m3m. Ne 1 ot 12.05.2020

Folution (section Assay). /

Ne | Test/Mokazatennb Result / PesyabTaThl Specification / Hopma
White coloured, round, biconvex filmj White or off white coloured, round,
| Description / Omicanne coated tablet with a breakline on one side.biconvex film coated tablet with a
White core on a cross section. / Kpyrnwiebreakline on one side. White to off-
IBOAKOBBINYKNbIC TabNneTku, nokpeiThiejwhite core on a cross section. /
NJICHOYHOW obGonovkoit Genoro imeera, c[Kpyrible ABOAKOBBIIyKIbIe TabneTkH,
puckoit Ha  omHoit  cTopone.  Hajmokpbrteie mieHowHo#  o6omowkoii
fioniepeuHoM paspese — sAxpo Oenorol6enoro mnu moutw Oenoro upera, ¢
LBETA, pucko#t Ha opHO# cTopone. Ha
MOTIEpEYHOM pa3pese — AXpo OT 6enoro
10 moyTH 6e10ro LBETa.
2 Identification by HPLC/ (Complies as prescribed / The retention time of the main peak
[MoanunnocTs ICooTBeTcTByeT

in the chromatogram of test solution
should correspond to the retention
time of the main peak in the
chromatogram of cetirizine
dihydrochloride reference standard

Bpemss ynepXuBaHHS OCHOBHOIO
nuka Ha XpoMaTorpaMme
HCIBITYEMOrO0  pacTBOpa  JO/KHO
COOTBETCTBOBATh BpEMEHH
yIEepPXUBAaHUA OCHOBHOIO TNHKa Ha
XpoMarorpamme pacTBopa
CTaHaapTHOro obpasua LETHPU3MHA
THIPOXJIOpHIA (pa3nen
«KonuyecTBeHHOE onpeneneHuey).

3 Average weight / Cpennsas 1923 mg /192,3 mr 191.0 mg + 3.0% (185.3 mg-196.7 mg)
Macca 191,0 mr £ 3,0% (ot 1853 mr no
196,7 mr)
4 Water / Bona 3.3% wiw /3,3% Not more than 8.0% w/w /
He 6onee 8,0 %
5 Uniformity of dosage units 6.3/6,3 The acceptance value (AV) should be
OnHoponHOCTh less than or equal to 15.0/
103UpOBaHKA [MoxazaTenb npuemnemocty (AV)

inomxeH 66ITh He 6onee 15,0,

Remarks : The Product confirms to ND/
Ipumeuanne: [TpogykT cooTBeTcTBYET Tpeboranuam HJL

Conclusion : APPROVED /
3axaouenue: OJOBPEHO
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Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTUOHKAT AHAJU3A
Product : Cetrine film coated tablets, 10 mg
Mponyxr : Uerpnu® TabneTkw, NokpeITHIE MIeHOUHO 060sToukoi, 10 Mr
Batch No / B2200336 Batch Quantity / ¢ 677.010 KG/
Cepusi Ne O6nem napTuu 677,010 KI"
Analytical Report No/ ¢ 2002FP22000182 Date of Analysis / : 31-01-2022
AHanHTHYecKRI oTyeT No Jara anagausa
Date of Manufacture / 01/2022 Date of Expiry / 12/2024
JlaTa npoH3BOACTBA Togen oo

Analysis performed according ND / Anaaus nposeaen no HJI: TTNO013283/01-160919 (amend Ne 1 from
12.05.2020 / n3m. Ne 1 ot 12.05.2020

Ne | Test/IlokazaTenn Result / PesyabTaTst Specification / Hopma

6 Dissolution / Pacteopenne 96%, 96%, 99%, 98%, 100%, 100% Not less than 80% (Q) of the
labeled amount of
Cz[HgsClNzOg'ZHCl (cetirizine

dihydrochloride) is dissolved in 30

minutes /

He Menee 80 % (Q) or
HOMMHAIBHOTO coIepXaHus
C,1H,5sCIN,O;3-2HCI (uetnpusuna

nuruapoxnopun) yepes 30 MuH.

7 Impurities by HPLC/
Poncreennsie npuMecn
LIETUPH3KHA

a) Impurity A /
npuMecs A

b) Impurity B /
npumecs B
ic) Impurity C/
npumech C

d) Impurity D /
npuMecs D

) Impurity E/
npumMecs E

f) Impurity F/
npumech F

g) Any unspecified impurity

JTro6as equHNgHas
HEeUAeHTHOULIMPOBAHH
ast IpNMech

h) Total impurities / Cymma
npumecei

Not detected / He o6Hapysena

Not detected / He o6HapyxeHa

Not detected / He o6HapyxeHna

Less than LOQ (LOQ=0.003%)

0.02% / 0,02%

Less than Limit of Detection
(LOD=0.015%)

0.08%/ 0,08%

0.1%/0,1%

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

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

c) Not more than 0.2 % / ne 6onee 0,2
%

d) Not more than 0.2 % / ue 6onee 0,2
(%

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

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

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

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

Remarks : The Product confirms to ND/
TIpumeuanne: IpoxykT coorBeTcTBYeT TpeGoBanusam HJI

Conclusion : APPROVED /
3axmouenne: ONJOBPEHO

WI-GLOB-QA-0669-1.0

Printed By: K Narayana Swamy

Page 2 of 4

Printed Date & Time (IST):

31-01-2022 18:16:22




Uncontrelled Copy

CERTIFICATE OF ANALYSIS

CEPTUOHKAT AHAJIN3A
Product Cetrine film coated tablets, 10 mg
Mpoaykr  : IUerpnH® TabneTkH, MOKPLITEIE NIEHOYHOI 06010uKO0i, 10 M
Batch No / ¢ B2200336 Batch Quantity / : 677.010KG/
Cepus Ne O6bem napTHu 677,010 KT"
Analytical Report No / 2002FP22000182 Date of Analysis / 31-01-2022
AHaanTHYecKHii oTyer Ne JlaTa ananusa
Date of Manufacture / : 012022 Date of Expiry / 12/2024
JlaTa nponssoacTea I'ogen no
Analysis performed according ND / Anaaus npoBegen nmo HJI: TTN013283/01-160919 (amend Ne 1 from
12.05.2020 / uam. Ne 1 ot 12.05.2020
Ne Test / [ToxazaTennb Result / PesyabraTnr Specification / Hopma
8 Microbial limits /
MukpoGronornyeckas
qHCTOTa
a) Total aerobic microbial Less than 10 CFU/g / Not more than 1000 CFU/g /
count / O61wee yucno Menee 10 KOE/r He 6onee 1000 KOE/r
a3p0OHBIX MMKPOOPraHu3MOB
Not more than 100 CFU/g /
b) Total combined yeasts and [Less than 10 CFU/g / He 6onee 100 KOE/r
mould count / O6wee yncno [Menee 10 KOE/r
TIPOMGKEBBIX U MIIECHEBLIX
rpubos Shall be absent in 1g / OtcytcTBue B 1
Absent in 1g / OtcyrctByer B IT r
c) E. coli
9 Assay / KonnuecTsenHoe 9.71 mg /9,71 mr Each film coated tablet contains nof
onpeneneHue less than 9.0 mg and not more than 11.0
mg C2|H25ClN203’2HCl (cetirizine
dihydrochloride) per tablet / Ot 9,0 mr
10 1 1,0 Mr C2|H25C1N203'2HC[
(LeTHMpU3NHA  AWTHAPOXJIODHA)  H
Tabnerke.
10 Package / Ynakoska 10 tablets in PVC/aluminum blister. 10 tablets in PVC/aluminum blister. 2
3 blisters and patient information leaflet in jor 3 blisters and patient information
a carton. / ITo 10 Tabnetok B leaflet in a carton. "In bulk" package:
[1BX/amomunuesom 6nucrepe. Io 10 blisters in a carton. 252 cartons in
3 brmcTepa BMECTe ¢ MHCTpYKUMel M0 [master carton.
NPUMEHEHNIO YIIaKOBaHbI B Ta4Ky ITo 10 Tabnerok B
KapTOHHYIO. [IBX/amomunnesoM Gincetepe. ITo 2
unu 3 6nucrepa BMecTe ¢
WHCTPYKUMEL 10 IPUMEHEHHIO
YITaKOBaHBI B TAYKy KapTOHHYIO.
Ymakoeka  "in-bulk": Tlo 10
BnrCTEpOB MOMEILAIOT B KAPTOHHYIO
kopoGky. Tlo 252 kaprouHble
KOPOOKM NOMEWIAIOT B KaPTOHHbII
Kopo6.
11 Labeling / Mapxuposxa According to ND / B coorserctsuu ¢ HI{
12 Storage conditions / At temperature below 25 °C. / TIpu Temnepatype ue pbie 25 °C.
Xpanenue
13 Shelf life / Cpox ronsocte B years /3 rona B 7]
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
IIpumeuanue: [IpoxyKkT cOOTBETCTBYET TpeGosanusm HJT 3akmouenne: OJOBPEHO
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