Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTUO®UKAT AHAJIM3A
Product Cetrine film coated tablets, 10 mg N
IlpoaykT LleTpnH® TabneTky, MOKPbITHIE MIEHOUHOM 060/104K0H, 10 Mr ~
Batch No / B2200553 Batch Quantity / 687.600 KG /
Cepus Ne B O6bemM napTHH 687,600 KI'
Analytical Report No / 2002FP22000412 Date of Analysis / ¢ 28-02-2022
Ananutuyeckuii oryer Ne Jara anagusa
Date of Manufacture / ¢ 02/2022 Date of Expiry / 01/2025
JlaTa npou3BOACTRBA T'ogen ao

Analysis performed according ND / Anaaus nposegen no HJ: ITTN013283/01-160919 (amend Ne 1 from

Ne

!

12.05.2020 / wam. Ne 1 ot 12.05.2020, amend Ne 2 from 07.10.2021 / uam. Ne 2 ot 07.10.2021)

Result / Pe3y/ibTaThl

[ Test / MoxazaTenn

Description / Oncanue

White coloured, round, biconvex film
coated tablet with a breakline on one side.
White core on a cross section. / Kpyrisle
BOSIKOBBINYKJIbIE TaONETKH, MOKPHITHIE
[ICHO4YHOI obosioukoii Gelloro 1BeTa, ¢
puckoii Ha opgHoi  cropone. Ha
[nonepeuHoM paspese — Aapo 0Oejioro
[upera.

| 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. /
Kpyrnble IBOSKOBBINYKIBIC TabneTkw,
HOKpBLITHIE  MACHOYHOM  060104KOi
Oeioro unu moyty Oeoro Lipera, ¢
puckoli Ha ogHOHM crTopoHe. Ha
nonepevyHoM paspese — A1po OT 6esoro
0 TI0YTH 0€I0ro LBETA,

Identification by HPLC/
[ToAAMHHOCTD

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 ynepuBaHHS OCHOBHOIO
nuka Ha XpoMaTorpamme
MCIBITYEMOTO  pacTBopa  JOJXKHO
COOTBETCTBOBATH BpEMEHH
yJepXKMBaHUsT OCHOBHOIO NHKa Ha
XpomarorpamMme pacTBOpa
CTaHJapTHOro obpa3sla LEeTHPU3HHA
TUIPOXJIOpHIA (pazgen
«KonHuecTBEHHOE ONPENCISHUEN).

Average weight / Cpentsis
Macca

189.7 mg /189,7 mr

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

‘Water / Bona

Uniformity of dosage units
/ OMHOPOIHOCTD
NO3UPOBAHNS

3.3% w/w / 3,3%

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

22/2,2

The acceptance value (AV) should be
less than or equal to 15.0 /
[Tokaszartens rpuemiemoctu (AV)
o/DKeH ObITh He boee 15,0.

Remarks : The Product confirms to ND/
IMpumeuanne: [Ipoaykr coorBercTBYET TpeboBanusaM HJL

Conclusion : APPROVED /
3akmaoyenue: OJJOBPEHO
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Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTUDUKAT AHAJIN3A
Product Cetrine film coated tablets, 10 mg
Mpoaykt : ILleTpun® TabneTku, HOKPHIThIE IIEHOYHOH 000/10uK0H, 10 MT
Batch No / B2200553 Batch Quantity / 687.600 KG /
Cepun Ne - O6bem napTuM 687,600 KT'
Analytical Report No / 2002FP220004 12 Date of Analysis / 28-02-2022
| AnasinTHueckuii oryer No JaTa aHanu3a
Date of Manufacture / 02/2022 Date of Expiry / 01/2025
JlaTa npon3BoAcTBA logen oo

Analysis performed according ND / Anaaus nposeae no HJI: [1N013283/01-160919 (amend Ne 1 from
12.05.2020 / w3m. Ne 1 ot 12.05.2020, amend Ne 2 from 07.10.2021 / u3M. Ne 2 ot 07.10.2021)

No Test / IToxazaTtesn

6 Dissolution / PacTRopeHue

Result / PesyabTaThbl

Specification / Hopma

99%, 99%, 97%, 98%, 98%, 98%

Not less than 80% (Q) of the
labeled amount of
C2|H25C1N203‘2HC1 (cetirizine
dihydrochloride) is dissolved in 30
minutes /

He wmenee 80 % (Q) or
HOMHHAJILHOT'O coAepxKaHus
C,H,5CIN,O;-2HCI (uerupusuua

\murnapoxnopun) yepes 30 MuH.

7 Impurities by HPLC/
PoacTBeHHbIE IpUMECU
LETUPU3UHA

a) Impurity A /
npumecs A

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

d) Impurity D /
npumecs D

e) Impurity E /
npuMmech E

f) Impurity F /
npumech F

JIro6as enuHRUHAN
HeuaeHTUOULUPOBAHH
asi IPUMECD

npuMeceit

9) Any unspecified impurity

h) Total impurities / Cymma

Not detected / He o6Hapycena

Not detected / He o6Hapy»xena

Not detected / He o6HapyxeHa

Less than LOQ (LOQ=0.003%)

0.03% / 0,03%

Not detected / He o6Hapykena

0.10%/0,10%

0.2% /0,2%

a) Not more than 0.2 % / ne Gosee 0,2
%

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

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

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

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

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

g) Not more than 0.2% /
He 60mee 0,2%

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

Remarks : The Product confirms to ND/
Ipumeuanne: [Ipoaykt cooTBeTCTBYET TpeboBanusam HJI

Conclusion : APPROVED /
3axarwyenue: OJOBPEHO
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Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTUOHKAT AHAJIN3A
Product Cetrine film coated tablets, 10 mg
Ilpoaykr IleTpuH® TabneTky, HOKPLITHIE MIEHOUHOH 060/104KOfi, 10 MT - -
Batch No / B2200553 Batch Quantity / 687.600 KG / '
Cepus Ne O6beM napTHu ~ 687,600KI" -
Analytical Report No / 2002FP22000412 Date of Analysis / 28-02-2022
AHaguTH4eckHii oTueT Ne JlaTa ananusa |
Date of Manufacture / 02/2022 Date of Expiry / 01/2025
Hata npon3BoacTsa T'oseH 10 R
Analysis performed according ND / Anaaus nposeaen no HJ: T1N013283/01-160919 (amend Ne 1 from
12.05.2020 / uam. Ne 1 ot 12.05.2020, amend Ne 2 from 07.10.2021 / u3m. Ne 2 ot 07.10.2021)
Ne Test / [lokazaTeab [ Result / PesyabTatsl | Specification / Hopma
8 Microbial limits /
Mukpobuosnornieckas
HUCTOTA
a) Total aerobic microbial Less than 10 CFU/g / Not more than 1000 CFU/g /
count / O61uee yncio Menee 10 KOE/r He 6onee 1000 KOE/r
a3p0OGHBIX MUKPOOPTaHH3MOR
Not more than 100 CFU/g /
b) Total combined yeasts and |Less than 10 CFU/g / He 6onee 100 KOE/r
mould count / O6uee uucno [Menee 10 KOE/r
IPOXCKEBBIX M MIECHEBBIX
rpu6oB Shall be absent in 1g / OrcyrcrBue B 1
Absent in 1g / OTcyTcTBYET B 1T r
c) E. coli -
9 Assay / KonauecTBeHHOe 9.88 mg /9,88 mr Each film coated tablet contains not
orpeneseH1e less than 9.0 mg and not more than 11.0
mg CyHysCIN,O52HCI  (cetirizine
dihydrochloride) per tablet / Ot 9,0 mr
40 11 ,0 Mr C2|H25C1N203 -2HCI
(ueTUpU3MHA  AWCWAPOXJIOPHUA) B
TabJseTKe.
10 Package / YnakoBka 10 tablets in PV C/aluminum blister. 10 tablets in PVC/aluminum blister. 2
2 blisters and patient information leaflet in |or 3 blisters and patient information
a carton. / [1o 10 Tabnerok B leaflet in a carton. "In bulk" package:
[IBX/amomunnesom 6muctepe. [1o 10 blisters in a carton. 252 cartons in
2 6aucTepa BMECTe ¢ MHCTpyKUKel no  [master carton.
[IPMMCHEHHUIO YaKOBaHbI B MAUKY / TTo 10 Tabnerok B
KapTOHHY1O. [1BX/anromunmneBom Gaucrepe. I1o 2
nnu 3 6auctepa BMeCTe ©
WHCTPYKLUUEN 110 IPUMEHEHHIO
y[aKoBaHbl B Ia4Ky KapTOHHYIO.
Vnakoska  "in-bulk": Ilo 10
6J1MCTepPOB MOMEILAIOT B KAPTOHHYIO
kopobky. [lo 252  kaproHHuble
KOpOOKH NOMEMIAI0T B KapTOHHBIA
- KopoO.
11 Labeling / MapkupoBka According to ND / B coorBercTBuM ¢ HJ|
|12 Storage conditions / At temperature below 25 °C. / [1pu Temneparype He Bbiuie 25 °C.
| Xpanenue
|13 Shelf life / Cpox rognocta 3 ye_ars /3 rona B N

Remarks : The Product confirms to ND/
IIpnmeuanue: J1poayKT cOOTBETCTBYET TpeboBaHusaM HJL

Conclusion : APPROVED /
3akaw4yenune: OJJOBPEHO

WI-GLOB-QA-0669-1.0

Printed By: K Narayana Swamy

Page 3 of 4

Printed Date & Time (IST):

28-02-2022 18:51:14



Uncontrolled Copy

ELECTRONIC SIGNATURES

Dr.Reddy’s ‘:0

Title

B2200553

Document No.

QUA-FT02-1243

“Version 1.0, CURRENT Approved Date | 28_Feb-2022
'lnt_entio_;l _E'mploy_ea_._]_l).: User Name D'até (IST)
Prepared By P00021162 Latha Dasi 28/02/2022

17:04:52
Reviewed And P00034556 V Krishna Nimmakayala|  28/02/2022
Approved By 17:18:14
Approved By QA P00019846 K Narayana Swamy 28/02/2022
18:50:19
Page 4 of 4

Printed By: K Narayana Swamy

Printed Date & Time (IST): 28-02-2022 18:51:14




