Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTHOHKAT AHAJTN3A

Product : Cetrine film-coated tablets 10 mg

[Tpoayxr: IleTpun, TabaeTKy, NOKPbITHIC M1E€HOUHOH 060104KO#H, 10 Mr

Batch No / . B2302548 Batch Quantity / : 955,000 KG/
Cepust Ne O6beM cepuu 955,000 KT'
Analytical Report No / : 2002FP23001982 Date of Analysis / : 23-08-2023
Ananurindeckuii ordet Ne JlaTa ananmza

Date of Manufacture / . 07/2023 Date of Expiry / o 06/2026
JlaTa npou3BoACTBa T'oneH oo

Analysis performed according ND: / Ananus nposeaen no HJI: 1T N01}3283/01-170223

Ne Test / Ilokazareanb

Result / Pe3yasTarnl

Specification / Hopma

1 | Description / Onucanue White colored, round, biconvex film-
coated tablets with a break line on
one side. White core on cross section,
/ Kpyrible JBOSKOBBLILY1blE
TabNeTiKn, MOKPLITHIE NJICHOYHOMH
o6omoukoii 6enoro 1pera, ¢ puUCKoi
Ha ofHOM cTopore. Ha ronepeynom
paspese sapo 6enoro nBeTa.

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 ABOsikOBBIMYKIIbIC
TabneTKy, NOKPbITHIE MJICHOYHOM
obonoukoif Gemoro WM Toytu Genoro
1IBeTa, C PUCKOM HAa OAHOH cropone. Ha
HOMEPEYHOM paspese AAPO OT 6eaoro Mo
noutu 6ejI0ro 1BeTa.

Remarks : The Product confirms to ND/

IIpumeuanue: [Ipoaykt cooTBeTcTBYET TpeboBanusaM HJ|

Conclusion : APPROVED /
3axaouenne: OJIOGPEHO
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Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTHOHKAT AHAJIM3A

Product : Cetrine film-coated tablets 10 mg
Mpoayxr: LeTpuH, Tabnerku, n0KphIThIE MaeHouHOH 0bonoukort, 10 mr

Batch No / . B2302548 Batch Quantity / : 955.000 KG/
Cepusi Ne O6beM cepuu 955,000 KT’
Analytical Report No / : 2002FP23001982 Date of Analysis / : 23-08-2023
Ananutuueckuid oryeT Ne Jlata aHanum3a

Date of Manufacture / . 07/2023 Date of Expiry / - 06/2026
JlaTa npou3BoacTea I"oneH no

Analysis performed according ND: / Anaaus nposeaen no HJI: TT N013283/01-170223

2 | Identification. Cetirizine / llogimanocts. IleTHpH3HH

1. HPLC/B2XX

Complies as prescribed /
CooTeeTcTBYET 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 ynepxkuBanus
OCHOBHOTO TNHKa Ha  XpomarorpamMme
HCTIBITYeMOTO pacTBopa JIOTDKHO
COOTBETCTBOBATb BPEMEHW  YIEPIKMBAHMSA
OCHOBHOrO NMKa Ha  Xpomarorpamme
pacTtBopa CTaHOApTHOI'O obpasua
LETHPU3NHA TUAPOXIOpHIa (paspen
«KomuuecTBeHHOE OIIpENeNIEHHEY ).

2. UV spectrophotometry /
Y®-cnexkrpodoTomerpns

Complies as prescribed /
CooreeTcTBYeT TPEOOBAHUAM

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. / V®-cnektpsl
MOTTIOWEHNS  MCTIBITYEMOTO  pacTBOpa W
pactBopa CTaHaPTHOrO obpasua
LETHPU3MHA TUAPOXJIOpHAa B obslacT OT
200 mo 400 HM DOMKHEI UMETH MAKCUMYMBI
MOITIOMIEHHsT TIPH OTHOM W TOM JKe JUIHHe
BOJHBEI ¢ IONYCTUMEIM OTKJIOHEHHeM =+ 2
HM.

3 | Water / Boaa

2.6% wiw / 2,6%

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

4 | Uniformity of dosage units /
OagnopoaHocTh
JAO3UPOBAHMSA

35/3,5

The acceptance value (AV) should be less
than or equal to 15.0 / Tlokazarens
npuemineMocTd (AV) pomkxeH OBITH He
Oomnee 15,0.

Remarks : The Product confirms to ND/

IIpumeuanue: [IpoaykT cooTBeTCTBYET TpeboBanuaM HJI

Conclusion : APPROVED /
3axawuenne: OJOBPEHO
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Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTUDPHKAT AHAJIN3A

Product : Cetrine film-coated tablets 10 mg ]
| Tlpoaykr: IleTpuH, TabNeTKU, NOKPHITHIC NIIEHOUHOH obonoukoi, 10 mMr |
Batch No / ;. B2302548 Batch Quantity / : 955.000 KG/
Cepus No ObveM cepun 955,000 KT" ]
Analytical Report No / : 2002FP23001982 Date of Analysis / . 23-08-2023
AHanuTHyeckuii otaet Ne JlaTa ananuza
Date of Manufacture / ¢ 072023 Date of Expiry / . 06/2026
Jlata npon3BoacTBa T'oneH 1o
Analysis performed according ND: / Ananus nposeaen no HJI: TT N013283/01-170223
5 | Dissolution / PacTBopenne Unit-1/ Ta6n.-1 99% Not less than 80 % (Q) of nominal content
. = = of C2HpsCIN,O5-2HCI (Cetirizine
Uhnit:2/"HaG0.-2 S Dihydrochloride) after 30 min. / He menee
Unit-3 / Tabn.-3 99% 80 % (Q) OT HOMMHANBHONO coaepIKaHMs
- C,1H,5CIN,O5-2HCI (ueTdpU3HHA
. 0,
Unit-4 / Tabn.-4 101% IMTHApOXIIOpHE) Hepes 30 MHH,
Unit-5 / Tabn.-5 100%
Unit-6 / Tabn.-6 103%
6 | Related Substances / PoacTBennbie npumecu
Impurity A / Ipumecs A Less than Limit of Detection (LOD = | Not more than 0.2 % / He 6onee 0,2 %
. 0.005%) / Husxxe npenena 5 =
Impurity B / [1pumecs B obapyxerms (IO = 0,005%) Not more than 0.2 % / He 6onee 0,2 %
Impurity C/ITpumecs C 0.02% /0.02% Not more than 0.2 % / He Gonee 0,2 %
Impurity D / [lpumecs D Not detected / He 06HapyeHa Not more than 0.2 % / He 6onee 0,2 %
Impurity E / TTpumecs E Not detected / He obHapysKena Not more than 0.2 %/ He 6onee 0,2 %
Impurity F / TIpumecs F 0.03% / 0.03% Not more than 0.2 % / He 6onee 0,2 %
Any individual unidentified | Not detected / 1e oGHApYKeHa Not more than 0.2 % / He 6onee 0,2 %
impurity / JloGas enquHU4Has
HeUAeHTHHHIUPOBAHHAS 0.07%/0,07%
NPUMECH
Total impurities / 0.2%/0,2% Not more than 2.0 % / He 6onee 2,0 %
Cymma npumeceit
7 | Assay / KonuuecrBenHoe 9.96 mg /9,96 mr From 90 mg to 11.0 mg of
onpejeseHne o N C,Hy5CIN,O5-2HCI (Cetirizine
99.6% (99,67 dihydrochloride) in tablet (from 90.0 % to
1100 %  of label  claim). /
Or 9,0 MIr 10 11,0 MI’ C21H25C1N203'2HC1
(UeTUpHM3HHA TUTHAPOXJIOpHUA) B TabyeTke
(or 90 % po 110 % or HOMMHANLHOrO
cofepKaHuU).

Remarks : The Product confirms to ND/
Hpumedanue: I1IpoayKT cooTBeTCTBYeT TpeboBanusM HJI

Conclusion : APPROVED /
3axmouenue: OJJOGPEHO
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Uncontrolled Copy

CERTIFICATE OF ANALYSIS
CEPTHOHKAT AHAJIN3A

Product : Cetrine film-coated tablets 10 mg
TposykT: LleTprH, TabaeTiku, oKphITbIC MaeHouHoH 0bonoukoit, 10 mr

Batch No / ;. B2302548 Batch Quantity / : 955.000 KG/
Cepus Ne O6bem cepun 955,000 KI"
Analytical Report No / : 2002FP23001982 Date ot Analysis / : 23-08-2023
AHanurndeckuit oTdyeT No Jata ananuza
Date of Manufacture / . 07/2023 Date of Expiry / . 06/2026

ara NpoU3BOACTBA T'one 1o

Analysis performed according ND: / Ananus nposeaen no HJI: T1 N013283/01-170223

8 | Subdivision of tablets /
OanopoaHocThL Mace npu
AeJeHHH Ta0IeTOK

Complies as prescribed / The tablets comply with the test, if not more

CooTeeTcTBYET TPEOOBAHIAM 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. /
Tabnerkn COOTBETCTBYIOT TpeOOBaHUSAM,
ecau  He Oonee 1 eaMHuunas  macca
oTkionsiercs 3a npenenst 85 % - 115 % or
cpeaHeii Macchl. TaGnerku He
COOTBETCTBYIOT TpeboBaHUAM, ecim Oosee
uem | MHIMBHIyaNbHAas Macca OTKIOHSETCS
OT 3TWX TmpenmenoB  wiM, ecnw 1
MHMBHAYaAJlbHAS Macca OTKJOHAETCH 3a
npeaenst 75 % - 125 % or cpenneit maccbl.

9 | Microbial enumeration tests* / MukpoOuoJiornyeckasi 4ucroTa*

a) Total Aerobic Microbial Less than 10 CFU/g / Not more than 1000 CFU/g /

Count / Obmee umncno Menee 10 KOL/r 1le 6onee 1000 KOE/r

a3pOoBHBIX MUKPOOPraHU3MOB

b) Total Combined Yeast and Less than 10 CFU/g / Not more than 100 CFU/g /

moulds count / O6uiee uuncio Menee 10 KOE/r He 6oaee 100 KOE/r

JPOAOKEBBIX U IIECHEBbIX

rpuboB

¢) Escherichia Coli Absentin 1g/ Shell be absent in 1 gram /
OtcyTtcrByeTB 1 1 OtcytetBUe B 1 T

Remarks : The Product confirms to ND/

Ipumeuanne: [Ipoaykr cooTBeTcTByeT TpeboBanusaM HJI Zaxaouenue: OJOBPEHO

Conclusion : APPROVED /
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CERTIFICATE OF ANALYSIS

CEPTHOHKAT AHAJIHN3A

[ Product : Cetrine film-coated tablets 10 mg
[poaykrt: LleTpuH, TabAETKY, NOKPHITHIEC NIEHOYHOH 0OONO4KOIA,

10 mr

| Batch No / B2302548 Ratch Quantity / © 955.000 KG/
Cepust Ne O0beM cepum 955,000 KI"
Analytical Report No / : 2002FP23001982 Date of Analysis / : 23-08-2023
Ananutnyeckuit orget Ne JlaTa ananu3za
Date of Manufacture / 07/2023 Date of Expiry / 06/2026
JlaTa npou3eo/icTBa T'oneH 10

Analysis performed according ND: / Ananus nposexen no HJI: TT N013283/01-170223

10

Packaging / YnakoBka

10 tablets in PVC/PVDC//aluminum
blister. 3 blisters and patient
information leaflet in a carton. / Tlo
10 Tabnerok B
TBX/TIBAX//amoMuHneBOM
6nuctepe. [lo 3 Gmucrepa BMecTe €
HHCTPYKIIMER [0  IIPUMEHEHHIO
yNaKOBaHbl B 14Ky KAPTOHHYIO.

10 tablets in PVC/PVDC//aluminum blister.
2 or 3 blisters and patient information leaflet
m a carton. / Tlo 10 Tabnetox B
TIBX/MIIB/IX//amomunneBom Gancrepe. [o
2 win 3 OavcTepa BMeCTe C HHCTpYKIMeH 1o
NPUMEHEHHMIO  YNAKOBaHBI B MUKy
KapTOHHYIO.

11

Labeling / MapkupoBka

According to ND / B cooreeTcTBuu ¢ H/|

12

Storage conditions /
Xpanenne

At temperature below 25 °C. / [Ipu TeMmepartypc He Boime 25 °C.

13

Shelf life / Cpok rognocrn

3 years /3 rona

Uncontrolled Copy

* - Performed by the manufacturer at release periodically: every 20-th batch or at least once a year.
The parameter may be absent from the Company's certificate of analysis. /

* _ JIpoBoaAnTCH NPOH3BOAUTEIEM NPH BBIIYCKe IEPHOXHYECKH: Ul KaXA0# 20-0H cepuu niin He
menee 1 pasa B roa. [Tokasarens MoKeT ObITH He BKJIIOMEH B CepTHGHKAT aHAM32 GUPMBIL

Remarks : The Product confirms to ND/
Ilpumeuanne: [IponykT cooTBeTcTBYeT TpeboBannam H/L

Conclusion : APPROVED /
Zakiouenune: OJJOGPEHO

WI-GLOB-QA-0669-1.0

Printed By: K Narayana Swamy

Page 5 of 6

Printed Date & Time (IST):

25-08-2023 10:46:59




Uncontrolled Copy

ELECTRONIC SIGNATURES

Dr.Reddy's "':"

B2302548

Title

Document No. | QUA-FT02-2490
- Version - 1.0, CURRENT

Approved Date |55 Ayg-2023

24/08/2023

20:27:37
Reviewed And P00034556 V Krishna Nimmakayala|  24/08/2023
Approved By 20:49:15
Approved By QA P00019846 K Narayana Swamy 25/08/2023
10:44:34
Page 6 of 6

Printed By: K Narayana Swamy Printed Date & Time (IST):

25-08-2023 10:46:59




