Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHAII3A

Product : Cetrine film-coaled tablets 10 mg

| Hpostyscr: Lierpun, vabaeriu, MOKPhITbIE MAEHO4HOH 000M04KOid, 10 mr

- 955.000 KG /

Batch No / B2303499 Batch Quantity /

Cepus Ne O6beM cepHn 955.000 KI'
Analytical Report No / 2002FP23002495 Date of Analysis / 28-10-2023
AnanutHyeckuii oTueT Ne Jlava aHanusa

Date of Manufacture / 09/2023 Date of Expiry / . 08/2026

Jara npouzsonctea Touen po

I1N013283/01 ot 13.07.2023

Analysis performed according ND / Ananua nporenes no HJT: TTN013283/01 dt 13.07.2023 /

Ne Test / Ilokazarennb

Result / Pe3yabTaThl

Specification / Hopma

1 | Description / Onucanune

White colored, round, biconvex film-
coated tablets with a break line on

one side. White core on cross section.
/ Kpyriblie JBOSKOBBIITYKIIbIE
TabJIeTKH, TIOKPBITHIE TINIEHOYHOM

oGonoukoii Genoro usera, ¢ pUCKoit
ta oauoii ctopore. Ha nonepetsom
paspese sapo 6enoro usera.

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 IBOSKOBBIIYKIbIE
TabJIETKH, TIOKPBITBIE [JIEHOYHOMR
obosioukor Oenoro WAM  noutu 6Genoro
uBeTa, ¢ pMCKOHM Ha 0aHOM cropoHe. Ha
nonepeyHom paspese aapo or Genoro a0
noutu 6en0ro ugeTa.

Remarks : The Product confirms to ND/

IIpamewanue: [Iponykr cooTBeTcTBYET Tpebopanusm HJL

Conclusion : APPROVED /
3akmouenne: OJIOBPEHO
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Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTUDOUKAT AHAJIU3A

Product : Cetrine {ilm-coated tablets 10 mg
[Mponykr: Llerpun, TabaeTku, NOKpbITbIE NICHOUHOH 0bonoukoit, 10 mr

Batch No / : B2303499 Batch Quantity / : 955.000 KG/
Cepus Ne O6hem cepun 955,000 KTI"
Analytical Report No / : 2002FP23002495 Date of Analysis / : 28-10-2023
Ananutnyeckuii otdyet No JlaTa aHanmM3a
Date of Manufacture / ¢ 09/2023 Date of Expiry / . 08/2026

| Jara nponssoucIBa ToaeH 10

T1N013283/01 ot 13.07.2023

Analysis performed according ND / Ananuz niposeaen no HII: TIN013283/01 dt 13.07.2023 /

2 | Identification. Cetirizine / Hopauanoctsb. Ilerupnsun

1. HPLC/BDXX

Complies as prescribed /
CooteTrcTBYET TPEOOBAHUAM

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"). / Bpems ynepxuBaHus
OCHOBHOTO MHMKa Ha  Xpomartorpamme
MCTIBITYEMOTO pactBopa JIOJDKHO
COOTBETCTBOBAaTh BPEMEHM  y[ep)KUBAHMS
OCHOBHOTO TMKa Ha  XPOMA4TOrpaMme
pacteopa CTaHapTHOroO obpasua
LETUPU3MHA rHAPOXIOpHAa (paznen
«KonuyecTBeHHOE OIIpeiEeNeHUEY).

2. UV spectrophotometry /
Y®-criexrpodoTomMeTpus

Complies as prescribed /
CooTBeTCTBYET TpeGOBAHIMAM

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. / Vd-crnekrpsl
MOTTIOMIEHNsT HCIIBITYEMOTO  PacTBOpa H
pacTBopa CTaHAAPTHOrO obpasia
LEeTUPU3MHA THAPOXJIOpHAA B 00JacTH OT
200 go 400 HM AOMKHBI UMETH MAKCUMYMbI
MOrNOLEHUs NPYU OJHON M TON K& AJIMHe
BOJIHBI C JONYCTHMBIM OTKJIOHGHHEM + 2
HM.

3 | Water / Boaa

3. 7% wiw 13,7%

Not more than 8.0 % / He 6osee 8,0 %

4 | Uniformity of dosage units /
OanopoaHocTh
JO3HPOBARHA

22722

Acceptance value (AV) should be not more
than 15.0 / [loxa3zarenbs mpUEMIEMOCTH
(AV) nomxkeH 651Th He Gonee 15,0,

Remarks ;: The Product confirms to ND/

IIpumeuanue: Ilpoaykr coorBercTByeT TpeboBaHusM HJJ

Conclusion : APPROVED /
3arkaouenune: OJOBPEHO

WI-GLOB-QA-0669-1.0

Printed By: K Narayana Swamy
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Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTUDHUKAT AHAJTWUIA

Tponyr: Herput, 1abierku, nokpsr

Product : Celrine film-coated tablets 10 mg

I'blC MIeHOUYHOM obonoukoil, 10 mr

Batch No / B2303499 Batch Quantity / 1 955.000 KG/

Cepus Ne O6bem cepun 955,000 KT'

Analytical Report No / 2002FP23002495 Date of Analysis / 28-10-2023
| AHanuTH9IecKHH oTueT Ne Jarta aHaimza

Date of Manufacture / 09/2023 Date of Expiry / : 08/2026

Jata npouzBoiCTBY Tonex ao

11N013283/01 ot 13.07.2023

Analysis performed according ND / Ananns nposeaen no HJI: TTN013283/01 dt 13.07.2023 /

5 | Dissolution / PacTBopenne

Unit-1/ Tabn.-1 100%
Unit-2 / Taba.-2 99%
Unit-3 / Tabn.-3 97%
Unit-4 / Tabn.-4 98%
Unit-5 / Tabn.-5 98%
Unit-6 / Tabn.-6 99%

Not less than 80% (Q) of the labeled amount
of  C,H,CIN,O;5-2HCI (cetirizine
dihydrochloride) after 30 min. / He menee
80 % (Q) or HOMMHANBLHOTO coAepXkKaHHUs
C,1Hy5sCIN,O4-2HCI (ueTupu3vHa
JUTHAPOXIIOpU) Yepes 30 MUH.

6 |Related Impurities by HPLC/
PoxcrBeHnnble NpUMeECH

Impurity A / [Tpumecs A

Impurity B / [1pumecs B

Impurity C/ TIpumecs C

Impurity D / TTpumecs D

Impurity E / [lpumecs E

Impurity F / TTpumecs F

Any individual unidentified
impurity / Jio6as equHU4HAS
HeUgeHTHOUIUPOBAHHAS
TIPUMECH

Less than Limit of Detection (LOD =
0.005%) / Hwxe mipenena
ob6napyxenns ([10 = 0,005%)

Less than LOQ (LOQ = 0.010%) /
Huke npesena KoNMYECTBEHHOTO
onpenenexns (ITKO = 0,010%)

Less than Limit of Detection (LOD =
0.006%) / Huwxe npenena
obnapyxenust ([10 = 0,006%)

Not detected / He 0GHapyskeHa

Not detected / He 0GHapyxeHa

Not detected / He oGHapyKkeHa
0.09% / 0,09%

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

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

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

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

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

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

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

Total impurities /
Cymma npumecei

0.2%/0,2%

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

7 | Assay / KonnuecTBeHHOE
onpejaejJeHue

9.92mg /9,92 mr
99.2% /99,2%

Not less than 9.0 mg and not more than 11.0
mg C,1H,5CIN,O3-2HCI (cetirizine
dihydrochloride) in tablet (between 90% and
110% of label claim)./ Ot 9,0 mr go 11,0 mr
C5;Hy5CIN,O5-2HCI (ueTupr3uHa
auruapoxiopua) B Tabmerke (ot 90 % mo
110 % oT HOMMHANBLHOTO COAEPIKAHMS).

Remarks : The Product confirms to ND/

Ipumeuanne: [poaykT cooTBeTCTBYET TpeboBanusm HJI

Conclusion : APPROVED /
Zakmouenne: OJOBPEHO

WI-GLOB-QA-0669-1.0

Printed By: K Narayana Swamy

Page 3 of 6

Printed Date & Time (IST):

28-10-2023 21:06:49




Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTHOHKAT AHAJIN3A

Product : Cetrine film-coated tablets 10 mg
TTpoaykT: TTeTpuH, TabneTKH, NOKPLITHIC M1eHOUHOH 060n04Koit, 10 Mr

Batch No / B2303499 Batch Quantity / © 955.000 KG/
Cepust Ne O6bem cepuu 955,000 KI'
Analytical Report No / 2002FP23002495 Date of Analysis / 28-10-2023
Ananurndeckuii oTdeT Ne JlaTa aHanmu3za

Date of Manufacture / 09/2023 Date of Expiry / . 08/2026

Jlara npou3Bo/CTBa T'opeH 1o

Analysis performed according ND / Ananus nposeaet no HJT: TIN013283/01 dt 13.07.2023 /

I1N013283/01 ot 13.07.2023

8 | Subdivision of tablets /
OaHoPOgHOCTL Mace MPH
JieJICHHH Ta0JIeTOK

Complies as prescribed /
CooTBeTcTBYeT TpeOOBAHUAM

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. /
TabneTky COOTBETCTBYIOT — TpeGOBAHUAM,
ecnii  He Oomee 1  eaMHuWuynas Mmacca
OTKJIOHAETCs 3a mpeaessl 85 % - 115 % ot
cpenHe Macchl. TaGnerku He
COOTBETCTBYIOT TpeGoBaHMsIM, ecau Gonee
uyem 1 MHAMBMAYANbHAS MAcca OTKIOHAETCS
OT 3THX  npefeNoB  wim, ecam 1
WHAUBUAyalbHAas Macca OTKJIOHSAETCS 3a
npenenst 75 % - 125 % ot cpenHeit Macchl.

9 [Microbiological purity* / Mukpo6uoJioruieckas Y4cToTa™

a) Total Aerobic Microbial Not Applicable Not more than 1000 CFU/g /
Count / O61ee unciio He 6onee 1000 KOE/r
a’poOHbIX MUKPOOPraHH3MOB

b) Total Combined Yeast and Not Applicable Not more than 100 CFU/g /
moulds count / O61uee unciio He Gonee 100 KOE/r
JPOGOKEBBIX U TIECHEBbIX

rpu6os

¢) Escherichia Coli Not Applicable Shell be absentin 1 g/

OrcytctBUe B 1 ¢

Remarks : The Product confirms to ND/

IIpameuanue: [Iponykr coorBeTcTBYeT TpeboBanmsaM HJE

Conclusion : APPROVED /
3akmouenue: OJJIOBPEHO

WI-GLOB-QA-0669-1.0

Printed By: K Narayana Swamy

Page 4 of 6

Printed Date & Time (IST):

28-10-2023 21:06:49




Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTHOHUKAT AHAJIN3A

Product : Cetrine film-coated tablets 10 mg
 Tpoayxr: Iletpun, TabaeTky, NOKPLITHIE IVICHOUHOH 060n104KOI, 10 MP

Batch No / B2303499 Batch Quantity / : 955.000 KG/
Cepus Ne Obbem cepun 955.000 KI'
Analytical Report No / 2002FP23002495 Date of Analysis / 28-10-2023
AHanuTHYecKui oTdeT Ne JlaTa aHasnsa
Date of Manufacture / 09/2023 Date of Expiry / . 08/2026
| Jlara nponssoncria ToneH 10 |

Analysis performed according ND / Ananus nposeaen no HI: TINO13283/01 dt 13.07.2023 /
TIN013283/01 or 13.07.2023

10 tablets in PVC/PVDC//aluminum blister.

Xpaunenue

10 | Packaging / Ynakoska 10 tablets in PVC/PVDC//aluminum
blister. 3 blisters and patient | 2 or 3 blisters and patient information leaflet
information leaflet in a carton. / ITo |in a carton. / Ilo 10 Tabnerok B
10 TabneTok 8 | TIBX/TIB/IX//antomunuesom Gnucrepe. TTo
[BX/I1BOX//amoMuHuEBOM 2 winu 3 6rHcTepa BMECTE C MHCTPYKIHEH 110
6nuctepe. Ilo 3 Gnucrepa BMecTe € | OPUMEHEHMIO  YUAKOBAHBI B MAuKy
MICTPYKLUME MO NMPUMEHEHHIO | KAPTOHHYIO.
yDaKoBaHb! B MayuKy KapTOHHYIO.

11 | Labeling / MapxupoBka According to ND / B coorserctaum ¢ HT

12 | Storage conditions / At temperature below 25 °C. / TIpu temnepatype He Bbiie 25 °C,

13

Shelf life / Cpox rognocTn

3 years /3 ropa

*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 / [Ipogodumcs npousgooumenem npu Gelnycre NepuoOULeckKu. ons
Kkancdoti 20-0ii cepuu unu ne menee 1 pasa 6 200. Hoxasamens modicem Golime He Graioven 6 Cepmudgpuxam

aHanu3a Qupmel.

Remarks : The Product confirms to ND/
Mpuameuanne: [Ipoaykr cootBeTcTBYeT TpeGoBanusM HJT

Conclusion : APPROVED /
3axaouenne: OJIOBPEHO

WI-GLOB-QA-0669-1.0

Printed By: K Narayana Swamy

Page 5 of 6

Printed Date & Time (IST):

28-10-2023 21:06:49




Uncontrolled Copy

ELECTRONIC SIGNATURES

Dr.Reddy’s Q!é'

B2303499
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Document No. | QUA-FT02-2711
- Version - 1.0, CURRENT
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