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CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIU3A
Product Cetrine film coated tablets, 10 mg
IMpoayxT LleTpuH® TablIeTKH, IOKPHITHIE TUIEHOYHOM 060104KOM, 10 MT o
Batch No / B2102914 Batch Quantity / 675.200 KG/
| Cepust Ne O6beM mapTun 675,200 KT N
Analytical Report No / 2002FP21001729 Date of Analysis / ¢ 24-08-2021
AHnanuTHUYecKHit oTyeT Ne Jarta ananausa -
Date of Manufacture / 08/2021 Date of Expiry / 07/2024
Jata npoH3BoCTBA "ojten 1o

Analysis performed according ND / Auasnms nposeaen mo HJI: TIN013283/01-160919 (amend Ne 1 from
12.05.2020 / m3m. Ne 1 ot 12.05.2020)

Ne |Test/Tloka3aTenn

1 Description / Oniicanue

Result / PesyabTaThi

|White coloured, round, biconvex film

coated tablet with a breakline on one side.
White core on a cross section. / Kpyrmsre
NBOSKOBBINYKIIbIE TaONETKU, IOKPBIThIE
mieHo4yHoi oboloukoii Genoro nBera, C
puckoii ~Ha ogpHo#t  cropome. Ha
nofepeyHoM paspese — aapo OGenoro
I[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. /
Kpyriible OBOSKOBBITYKIBIE TabIEeTKH,
MOKPBITEIE  NNIEHOYHOW  060NOYKOH
Oeoro Wiy MOYTH Oeloro LBera, €
puckoii Ha ongHOW crTopoHe. Ha
MOTNEPETHOM paszpese — APo oT Genoro
710 TOYTH OEJIOTo 11BETa.

2 Identification by HPLC/
[TomIIHHOCTD

Complies as prescribed /
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). /

Bpemss yuaepkuBaHHA OCHOBHOIO
nvKa Ha XpoMaTorpaMMme
MCOBLITYEMOrO  PacTBopa  HOJDKHO
COOTBETCTBOBATD BpPEMEHN
ylepXXHBaHUs OCHOBHOTO TIMKa Ha
XpoMaTorpaMme pactBopa
CTaHAapTHOrO ob6paslia LEeTHPH3NHA
TUAPOXTOpHAA (pazgen
«Konn4uecTBEeHHOE ONpe/IENnEHHEN ).

4 | Water / Bona

3 Average weight / Cpennss
Macca

5 Uniformity of dosage units
/ OMHOPOIHOCTH
MO3UpOBaHUA

190.5 mg /190,5 mr

3.5% wiw /3,5%

191.0 mg + 3.0% (185.3 mg-196.7 mg)
191,0 mr = 3,0% (or 185,3 mr nmo
196,7 mr)

Not more than 8.0% w/w /

He 6oree 8,0 %

1.3/1,3

The acceptance value (AV) should be
less than or equal to 15.0 /
[Tokazatens npueMneMoct (AV)
nojokeH ObITh He Oosee 15,0,

Remarks : The Product confirms to ND/
Ipumeuanne: IIponykT coorseTcTBYeT TpeboBanyam HJT

Conclusion : APPROVED /
3akn4denue: OJJOBPEHO
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CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHAJIN3A
Product Cetrine film coated tablets, 10 mg — |
Mpoaykr LeTpun® TabIeTKH, TOKPLITHIC TIEHOYHOH 060m04K0#A,10 Mr L B i
Batch No / B2102914 Batch Quantity / 675.200 KG/
Cepus Ne Oo6nem mapTuu 675,200 KI"
Analytical Report No/ 2002FP21001729 Date of Analysis / 24-08-2021
AnaguTHuYecKHii oT4er No JlaTa anaausa
Date of Manufacture / 08/2021 Date of Expiry / 07/2024
JaTa npousBojcTBA I'open go

Analysis performed according ND / Ananus nposened no H: TTN013283/01-160919 (amend Ne 1 from
12.05.2020 / u3m. Ne 1 ot 12.05.2020)

Test / Iloxa3zaTeuan

Result / PesyabTaTsl

=

| Dissolution / PacTBopenue

102%, 99%, 101%, 100%, 101%, 99%

| Specification / Hopma

Not less than 80% (Q) of the
llabeled amount of
C,Hy5CIN,O5-2HCI (cetirizine
dihydrochloride) is dissolved in 30
minutes /

He wmenee 80 % (Q) or
HOMWHAJTBHOTO conepKaHus
C, H,5sCIN,O;3-2HCI (metupusuna
jmruapoxaopun) yepes 30 MuH.

A ( n\/
L | \_,)Q J

.

~

Incontrolle

L -

7 | Impurities by HPLC/

LHETUPH3NHA

!a) Impurity A /
npuMecs A

b) Impurity B /
npumecst B
c) Impurity C/

npumMeck C

d) Impurity D /
npumecs D

e) Impurity E /
npumecs B

f) Impurity F /
nmpumecs F

JIro6as eqMHUIHAA
HEenAeHTH LU POBAaHH
ast IPUMeECh

npumMeceit

| PomcTBeHHBIE IpUMecH

g) Any unspecified impurity

h) Total impurities / Cymma

Less than Limit of Detection
(LOD=0.005%)

Less than Limit of Detection
(LOD=0.003%)

INot detected / He o6HapyeHa

Not detected / He obnapyxena
0.04% / 0,04%

Less than Limit of Detection
LOD=0.015%)

0.08% / 0,08%

0.1%/0,1%

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

b) Not more than 0.2 % / ue 6oee 0,2
%

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

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

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

f) Not more than 0.2 % / ue 6onec 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/
Mpumeuanue: ITpoaykT cooTeeTcTBYeT TpeboBanwsM HJI

Conclusion : APPROVED /
3akmouenne: OJIOBPEHO
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CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIU3A
Product Cetrine film coated tablets, 10 mg -
TTpoaykT IleTpun® TabreTKH, NOKPhIThIE INeHOYHOH 060104k, 10 MT -
Batch No / B2102914 Batch Quantity / 675.200 KG/
Cepust Ne O0beM napTun 675,200 KI'
Analytical Report No / 2002FP21001729 Date of Analysis / 24-08-2021
AnaauTHyeckuii oTuer Ne JlaTa aHaJu3a
Date of Manufacture / 08/2021 Date of Expiry / 07/2024
JlaTa mpou3BOACTBA I'ogen go

Analysis performed according ND / Anasus uposeaen mo HJI: ITN013283/01-160919 (amend Ne 1 from

12.05.2020 / mam. Ne 1 ot 12.05.2020)

=

Nnv

opy

.
L

rolled |

i
L

ncont

s

11

;N'g :iest ZIIorcae.aTem, | Result / PesyabTaTer Specification / Hopma : __
8 Microbial limits /
Mukpo6uonoruueckas
HHCTOTA
a) Total aerobic microbial [ess than 10 CFU/g / Not more than 1000 CFU/g /
count / O611ee 4ucio Menee 10 KOE/r He Gonee 1000 KOE/r
a3poBHLIX MUKPOOPTaHH3MOB
Not more than 100 CFU/g /
b) Total combined yeasts and [Less than 10 CFU/g / He Gonee 100 KOE/r
mould count / O6uree uncio  Menee 10 KOE/r
PO>KIKEBBIX U THIECHEBBIX
rpn6oB Shall be absent in 1g / Orcyrcraue B 1
‘Absent in 1g / OtcyTcTByeT B 1T r
c) E. coli
9 Assay / KonndectBeHHOE 9.97mg /9,97 mr Each film coated tablet contains not
onpeneneHue less than 9.0 mg and not more than 11.0
mg C,H,ysCIN,O3-2HCI  (cetirizine
dihydrochloride) per tablet / Ot 9,0 mr
10 1 1,0 MT C21H25CIN203'2HC]
(ueTMpM3WHa  AWTHAPOXJIOPUA) B
| (rabneTke.

10 Package / YnakoBka 10 tablets in PVC/aluminum blister. 2 10 tablets in PVC/aluminum blister. 2
blisters and patient information leaflet in a |or 3 blisters and patient information
carton. / ITo 10 Tabnerok B leaflet in a carton. "In bulk" package:
[IBX/amomunnesoM 6nucrepe. 1o 2 10 blisters in a carton. 252 cartons in
fnucTepa BMecTe ¢ WHCTPYKLHMed mo master carton.

MPUMEHEHWIO YNAaKOBAHEI B TTa4Ky / TTo 10 TabneTok B
KapTOHHYIO. [IBX/anroMmuHreBoM 6muctepe. Mo 2
unu 3 6nucrepa BMECTe ©
MHCTPYKIHEH 110 TIPUMEHEHHNIO
yTIaKOBaHBI B TIaUKY KapTOHHYIO.
Voakoska  "in-bulk": Ilo 10
OIHCTEPOB TIOMEUIAIOT B KApTOHHYTO
kopobky. I[lo 252 kaproHHBIE
KOPOOKH TOMEIIAIOT B KapTOHHBIN
- _ B - Kopob. o
11 Labeling / MapkupoBka According to ND / B cootsetrcteuu ¢ HJI
12 Storage conditions / At temperature below 25 °C. / TIpu Temnepatype He Bhie 25 °C.
XpaHeHne
13 Shelf life / Cpox rogrocti 3 years / 3 roma =

Remarks : The Product confirms to ND/
IMpumeuanue: IpoaykT cooTBeTCTBYET TpebosannsaM HJI

Conclusion : APPROVED /
3aximouenne: OJIOBPEHO

Printed By: Krishnamohan Gunturu

Page 3 of 4

Printed Date & Time (IST): 27-08-2021 20:03:53



Uncontrolled Copy

ELECTRONIC SIGNATURES

B2102914

Title

Document No. | QUA-FT02-0792

Approved Date |27-Ayg-2021

- Version - 1.0, CURRENT

Intention Employee ID User Name Date (IST)
Prepared By P00021162 Latha Dasi 27/08/2021

17:41:24
Reviewed and P00034556 V Krishna Nimmakayala)]  27/08/2021
Approved By 17.50:57
Approved By QA P00019092 Krishnamohan Gunturu 27/08/2021
20:00:50

Page 4 of 4

Printed By: Krishnamohan Gunturu

Printed Date & Time (IST):

27-08-2021 20:03:53

Dr.Reddy’s ‘;’




