Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTHO®UKAT AHAJIM3A

Product : Cetrine film-coated tablets 10 mg

| IIpomyxr: IleTpuH, TabICTKH, NOKPBITHIC IICHOYIIOH 060/104K0i, 10 MI

Batch No / . B2401038 Batch Quantity / ¢ 955.000 KG/

| Cepus Ne - O6npeM cepuu 955.000K"
Analytical Report No / ¢ 2002FP24000886 Date of Analysis / o 10-04-2024 Sl
Ananutnycckuii oTueT No JlaTa aHanu3a
Date of Manufacture / 1 03/2024 Date of Expiry / : 02/2027 a
Jara npouspoacrsa Tonen no

Analysis performed according ND / Ananu3 nposeaet mo HJI: TIN013283/01-130723

Ne Test / IlokazaTens Result / Pe3ynsTaThl

Specification / Hopma

1 | Description / Onucanue White colored, round, biconvex film-
coated tablets with a break line on
one side. White core on cross section.
/ Kpyriible JBOSKOBBIMYKIIBIE
TabJIETKH, ITOKPHITHIE NTEHOYHOH
o6onouKoi 6enoro nBeTa, ¢ PUCKOH
Ha oaHOH cTopoHe. Ha nonepeyHoM
paspese Aapo Oenoro 1BeTa.

White or off-white colored, round, biconvex
film-coated tablets with a break line on one
side. White to off-white core on cross
section. / Kpyrible IOBOSKOBEINYKIIBIE
TaOJIETKH, TTIOKPBITHIE MIICHOYHOH
oGonouxoii Oenoro WIH TIOYTH OEJIOro
[[BeTa, C pPWUCKOH Ha OAHOM cropone. Ha
IIOTIepeYHOM paspe3e A1po oT Gemoro mo
[o4TH OeNoro nBeTa.

Remarks : The Product confirms to ND/

IIpumeuanue: ITpoaykT cooTBETCTBYET TpeboBanmsaM HJI

Conclusion : APPROVED /
3aknrwuenue; OJOBPEHO

WI-GLOB-QA-0669-2.0

Page

Printed By: Ajay Kumar.....

1

of 5

Printed Date & Time (IST): 10-04-2024 21:41:02




Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHAJIM3A

Product : Cetrine film-coated tablets 10 mg
poayxr: LeTpu, TabACTKH, MOKPLITLIE NIIELI04N0H 06010m1K0i, 10 Mr

Batch No / : B2401038 Batch Quantity / : 955.000 KG/

| Cepus Ne O6neM cepHn 955,000 K"
Analytical Report No / : 2002FP24000886 Date of Analysis / ¢ 10-04-2024
AHanmutyyeckuid oruet No Jara ananusa
Date of Manufacture / 03/2024 Date of Expiry / : 02/2027

| Jlata npousBojcTBa T'onen no

Analysis performed according ND / Ananus nposeaex no H: IT N013283/01-130723

2 | Identification. Cetirizine / IlogimuHOCcTD. LleTHpH3NH

1. HPLC/BOXX

Complies as prescribed /
CoorBeTcTByeT TPeOOBAHHAM

The retention time of the main peak in the
chromatogram of test solution should
comply with the retention time of the main
peak in the chromatogram of Cetirizine
Hydrochloride reference standard solution
(section "Assay"). / Bpema ynepxupanus
OCHOBHOTO [HKa Ha  XPOMATOrpaMMe
HCIIBITYEMOTO pacTBopa JIOJIKHO
COOTBETCTBOBATh BPEMEHH  YIEp KUBAHUS
OCHOBHOTO IIMKa HA XpOMAaTOrpamme
pacteopa CTaHZapTHOTO obGpasta
HEeTHPU3HHA THAPOXJIOpHAA (pazmen
«KonnuecTBeHHO® OLIpe/ieNIeHEY ).

2. UV spectrophotometry /
Yd-crnexktpodoTomerpus

Complies as prescribed /
CooteTcTByeT TpeOOBAHHIM

The UV-spectrum of the test solution and
the Cetirizine Hydrochloride reference
standard solution in the range 200 nm to 400
nm should exhibit maxima absorbance at
about the same wavelengths with an allowed
variation of +2 nm. / VY®-crexTpht
MOMJIONIEHHS HCTLITYEMOTO pPacTBOpa H
pacTBOpa CTaHAapPTHOTO obpasia
LETHPU3UHA TUAPOXJIOpHJA B O00JacTH OT
200 po 400 HM IOKHBI HMETh MaKCUMYMBI
TOTJIOMIEHHST TIPH OJHOH M TOH Xe JUIMHE
BOJHEI C JIOMYCTHMBIM OTKJIOHEHHEM + 2
HM.

3 | Water / Boaa

2.8% wiw /2,8%

Not more than 8.0 % / He Gosnee 8,0 %

4 | Uniformity of dosage units / 1.8/1,8 Acceptance value (AV) should be not more
OaHopogHocTb than 15.0 / [lokasarens HPHEMIEMOCTH
J03UPOBAHNSA (AV) momxken 6v1TE He 6onee 15,0.

5 | Dissolution / PacTBopenne Unit-1/ Tabm.-1 98% Not less than 80% (Q) of the labeled amount

- : g5, of  CyHysCIN,O3-2HCI (cetirizine
W2 Tae e dihydrochloride) after 30 min. / He menee
Unit-3 / Ta6n.-3 96% 80 % (Q) OoT HOMHHANBHOTO COLCPIKAHHS
Unit-4/ Ta6n.-4 98% C,,H,5CIN,O5-2HC1 (meTupusnHa

JurHapoxiopun) yepes 30 Mum.
Unit-5 / Ta6n.-5 99%
Unit-6 / Tabn.-6 99%

Remarks : The Product confirms to ND/

Ipumeuanue: ITpoaykr coorseTcTBYeT TpeboBanmsaM HJT

Conclusion : APPROVED /
3akawuenue: OJOBPEHO
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Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTHOHUKAT AHAJIM3A

Product : Cetrine film-coated tablets 10 mg
Hponykr: Llerpus, Ta6ICTKH, TOKPBITHIC NICHOYNON 060104K0i, 10 Mr

Batch No / B2401038 Batch Quantity / : 955.000 KG/ o
| Cepus Ne - O6beM cepun 955,000KT" _
Analytical Report No / 2002FP24000886 Date of Analysis / 10-04-2024
| Ananntuyeckuil orger Ne = Jara aHanunsa
Date of Manufacture / 03/2024 Date of Expiry / 02/2027
Jara npousBoacTBa l'ozeH oo

Analysis performed according ND / Ananus nposenes no HJI: I1N013283/01-130723

6 |Related Impurities by HPLC/
Poacreennsle npumMecu

Impurity A / TIpumecs A

Impurity B / IIpumecs B

Impurity C / [Ipumecs C

Impurity D / Hpumecs D

Impurity E / IIpumecs E

Impurity F / ITpumecs F

Any individual unidentified
impurity / Jlrobas eguHUUHAsL
HEUIEHTHHUIMPOBAHHAS
MPUMECH

Less than Limit of Detection (LOD =
0.005%) / Hmxe npenena
obnapyxenus (I10 = 0,005%)

Not more than 0.2 % / He 6omnee 0,2 %

Not more than 0.2 % / He 6omnee 0,2 %

0.01%/0,01%

Not more than 0.2 % / He 6oyiee 0,2 %

Not detected / He obnapyxena

Not detected / He oOHapyxkeHa

Less than LOQ (LOQ = 0.023%) /
Huxe npeziena Koim4ecTBEHHOTO
onpenencuus (ITKO = 0,023%)

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

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

Not more than 0.2 % / He 6osee 0,2 %

Not detected / He 06Hapy»xeHa

0.05%/0,05%

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

Total impurities /
CymMmma npumeceit

0.1%/0,1%

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

7 | Assay / KonuuecTBeHHoe
onpenesIeHue

10.06 mg/ 10,06 mr
100.6% / 100,6%

Not less than 9.0 mg and not more than 11.0
mg C,;H,5CIN,0O;-2HC1 (cetirizine
dihydrochloride) in tablet (between 90% and
110% of label claim)./ Ot 9,0 mr no 11,0 mMr
C,1H,5CIN,05-2HC1 (netupusuna
auruapoxiaopun) B tadnerke (ot 90 % mo
110 % OT HOMHMHAJIBLHOI'O CO/ICPIKAHN).

8 | Subdivision of tablets /
OOHOPOAHOCTHL MAacC NPH
JIeJIEHHH TA0JeTOK

Complies as prescribed /
CooTBeTcTBYeT TpeGOBAHMM

The tablets comply with the test, if not more
than 1 individual mass is outside the limits
of 85 % to 115 % of the average mass. The
tablets fail to comply with the test, if more
than 1 individual mass is outside these limits
or, if 1 individual mass is outside the limits
of 75 % to 125 % of the average mass. /
TabneTkH COOTBETCTBYIOT —TPEOOBaHMAM,
ecnmi  He Oojee 1 eguHM4YHas Macca
OTKJIOHSIETCS 32 mpeaens 85 % - 115 % or
cpenHer MAacchl. TabneTkn HE
COOTBETCTBYIOT TpeOoBanMsim, eciu Ooiee
yem 1 MHAMBHAYalbHAS Macca OTK/IOHAETCS
OT 3THX MNPEeAeJIOB WM, ecan ]
UHJMBUYaIbHAsS Macca OTKIIOHAETCS 3a
npeneisl 75 % - 125 % or cpeaHelt Macchl.

Remarks : The Product confirms to ND/
Ipumeuyanue: Ipoayxr cootBeTcTBYET Tpebosanusam HJI

Conclusion : APPROVED /
Zaxiarouenne: OJJOBPEHO
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Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTHOHKAT AHAJTH3A

Product : Cetrine film-coated tablets 10 mg

[ponyxt: LleTpui, TabNETKH, NOKPLITHIC ILIEHOUHOH 000I104KOi,

10 mr

: 955000 KG/ -

Batch No / B2401038 Batch Quantity /

Cepust No - O61beM cepun 955,000 KI"
Analytical Report No / 2002FP24000886 Date of Analysis / 10-04-2024
AHanuTHueckuit oTyer No - Hata aHanu3za

Date of Manufacture / 03/2024 Date of Expiry / 02/2027
Hara rnpousso/cTBa TConex 10

Analysis performed according ND / Ananu3 nposenen no HJI: [1 N013283/01-130723

9 |Microbiological purity* / MukpoOuonorudeckas 4yucrora*
a) Total Aerobic Microbial Not Applicable Not more than 1000 CFU/g /
Count / O6iee uucio He 60mnee 1000 KOE/r
a3poOHBIX MHKPOOPTraHU3MOB
b) Total Combined Yeast and Not Applicable Not more than 100 CFU/g /
moulds count / O61ee yucno He 60mee 100 KOE/r
JPOMOKEBBIX M IMICCHEBBIX
rpnbos
¢) Escherichia Coli Not Applicable Shell be absentin 1 g/
OtcytetBue B I T
10 | Packaging / YnakoBka 10 tablets in PVC/PVDC//aluminum | 10 tablets in PVC/PVDC//aluminum blister.
blister. 2 blisters and patient | 2 or 3 blisters and patient information leaflet
information leaflet in a carton. / Ilo |in a carton. / Ilo 10 Tabmerox B
10 TabIETOK B | [IBX/TIBJAX//amomunneBom Onuctepe. Ilo
[BX/TIBJAX//aimoMrHHEBOM 2 unu 3 6aMcTepa BMeCTe C MHCTPYKLUEH 110
omucrepe. [lo 2 GnucTepa BMECTE C | MPUMEHEHUIO  YITAaKOBAHBL B Tauky
HHCTPYKUHCH M0  OPHUMCHCHHIO | KAPTOHHYIO.
yIAKOBaHbl B 134Ky KAPTOHHYIO.
11 | Labeling / MapkupoBka According to ND / B cootsercTBuu ¢ HJ|
12 | Storage conditions / At temperature below 25 °C. / Ilpu Temniepatype He Bbime 25 °C.
XpaHeHue
13 | Shelf life / Cpox rognoctn 3 years /3 rona

*Test is performed periodically with the interval of 1 from 20 batches, or at least once a year. The test can
be absent in the Certificate of Analysis / [Ipoeodumes npouzsodumenem npu uinycke HepuooU4ecKu. ons
Kkasicooti 20-oti cepuu unu ne menee 1 pasa 6 200. Iloxkazamens modicem 6vimp ne sxnioven 6 Cepmugpuxam

anauza gupmbl.

Remarks : The Product confirms to ND/
Ipumevanwue: IIpoaykr coorsercTByeT TpeboBaumsm HJI

Conclusion : APPROVED /
3axuagenue: OJOBPEHO

WI-GLOB-QA-0669-2.0

Printed By: Ajay Kumar.....

Page 4 of 5

Printed Date & Time (IST):

10-04-2024 21:41:02




Uncontrolled Copy

ELECTRONIC SIGNATURES

Dr.Reddy’s ‘:‘

B2401038

Title

Document No.

QUA-FT02-3115

Approved Date

10-Apr-2024

Printed By: Ajay Kumar.....

Printed Date & Time (IST):

- Version - 1.0, CURRENT

Intention Employee ID User Name Date (IST)
Prepared By P00021162 Latha Dasi 10/04/2024

21:06:30
Reviewed And P00043828 A Susmitha 10/04/2024

Approved By 21:13:01
Approved By QA P00050127 Ajay Kumar..... 10/04/2024

21:39:22

Page 5 of5

10-04-2024 21:41:02




