Uncontrolled Copy

CERTIFICATE OF ANALYSIS

AHanuTHdeckni otuet Ne

CEPTH®UKAT AHAJIN3A
Product : Cetrine film-coated tablets 10 mg
 Llpomyxr: LletpiH, TAGNETKM, NOKPLITbIE MIEHOUHON 060101 KoM, 10 Mr
Batch No / B2303208 Batch Quantity / : 955.000 KG/
| Cepnist Ne O6BeM cepuu 955,000 KI" |
Analytical Report No / 2002FP23002345 Date of Analysis / o 11-10-2023

JlaTta ananmnza

Date of Manufacture /
Jlata npou3BoACTBA

09/2023 Date of Expiry / : 08/2026

I'ogen no

[TN013283/01 or 13.07.2023

Analysis performed according ND / Aranus npoeener mo HJL: TT N013283/01 dt 13.07.2023 /

Ne Test / Iloka3zaTesib

Result / PesyabTaThi

Specification / Hopma

1 | Description / Onucanne

White colored, round, biconvex film-
coated tablets with a break line on
one side. White core on cross section.
/ Kpyrnble TBOSKOBBIITYKITBIE
TabIETKH, TOKPLITHIE TNIEHOUHOM
o6onoukoii 6enoro 1pera, ¢ pUCKoi
Ha oJtHOM cTopone. Ha moniepeyHom
paspese spo 6enoro nBera.

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. / Kpyrisie [IBOSKOBBITYKITbIE
TabJIETKH, TIOKpBITBIE NIJIEHOYHOM
o0omoykoli  Oeoro UMM TOYTH Oenoro
IBETa, C PUCKOW Ha OAHOW cropowe. Ha
NOTEpPEeuHOM paspese sApo OT Genoro 1o
MouTH OeJIoro HBeTa.

Remarks : The Product confirms to ND/
ITpumeuanne: ITponykT cooTBeTCTRYET TpeboBanugm HJL

Conclusion : APPROVED /
Jaxmwouenne: OJJOBPEHO

WI-GLOB-QA-0669-1.0
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Uncontrolled Copy

CERTIFICATE OF ANALYSIS
CEPTUDPUKAT AHAJIU3A

Product : Cetrine film-coated tablets 10 mg
11ponyxkr: LleTpun, Tabnerku, NOKpbIThie NIEHOMHOK obonotikoi, 10 Mr

Batch No / B2303208 Batch Quantity / ¢ 955.000 KG/
| Cepust Ne O6beM cepuu 955,000 KI'

Analytical Report No / 2002FP23002345 Date ot Analysis / o 11-10-2023

Ananatudeckuii otuet Ne Jlata ananusa

Date of Manulacture / 09/2023 Date of Cxpiry / ¢ 08/2026

JlaTta Npou3BOACTBA Tonmen no

Analysis performed according ND / Ananms nposenen no HI[: TIN013283/01 dt 13.07.2023 /
ITN013283/01 ot 13.07.2023

2

Identification. Cetirizine / Tlognuunocts. eTupusnn

1. HPLC/B32XX

Complies as prescribed / The retention time of the main peak in the
CooTBETCTBYET TPeOOBAHUAM 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 ynepxuBanus
OCHOBHOTO THKa Ha  XpoMartorpaMmme
UCTILITY EMOTO pacTBOpa IIOJDKHO
COOTBETCTBOBAaTb BPEMEHU YJIep)KNBAHUs
OCHOBHOTO TIMKa Ha  Xpomarorpamme
pactBopa CTaHZAPTHOrO obpasua
LeTUPU3MHA TH/IPOXIIOpH/IA (paznen
«KonmaecTBEHHOE OTIPENIENIEHNE ).

2. UV spectrophotometry /
VY®-cnektpodoromeTpust

Complies as prescribed / The UV-spectrum of the test solution and
CooTreTcTBYET TpeOOBaHHAM 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®-cnexTpsi
TOTJIOLWIERHsT  WCTIBITYEMOTO  pacTBopa W
pacTBopa CTaHIapTHOTO obpasua
LUETHPU3WHA TUAPOXJIOpUAA B obnactu ot
200 mo 400 HM IOJKHBI UMETh MaKCHMYMBT
TIOTTIOIIEHHS] IPU OJHOM W TOW Xe IUTMHE
BOJIHBI C AOMYCTUMBIM OTKJIOHEHHEM = 2
HM.

Water / Boaa

3.1% wiw/3,1% Not more than 8.0 % / He Gonee 8,0 %

Uniformity of dosage units /
OanopogHoOCTL
AO3UPOBAHUSA

6.9/6,9 Acceptance value (AV) should be not more
than 15.0 / TloxasaTenb mnpueMIEMOCTH
(AV) nomxen 68ITh He Ooree 15,0.

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
IMTpumeuanue: TIponykT cooTBeTcTBYET TpeboBanusm HIT 3akmouenne: OJIOGPEHO

WI-GLOB-QA-0669-1.0
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Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIU3A

Product : Cetrine film-coated tablets 10 mg
[Tponyxr: LeTpun, Tabnerku, I0KpbITbIE NAeHOUHON 0060104 K0#, 10 M

Batch No / B2303208 Batch Quantity / : 955.000 KG/
| Cepus Ne Obnem cepun 955,000 KI"
Analytical Report No / 2002FP23002345 Date of Analysis / 11-10-2023
| AnanuTuyecksii ot4er No Jara aHanuza
Date of Manufacture / 09/2023 Date of Expiry / 08/2026
JaTa npousBoacTsa I"open no

Analysis performed according ND / Ananus nposenen 1o HJI: TIN013283/01 dt 13.07.2023 /
TTN013283/01 ot 13.07.2023

Not less than 80% (Q) of the labeled amount

5 | Dissolution / PacrBopenne Unit-1/ Ta6m.-1 101%
- . 5 of  CyHysCIN,O5-2HCI (cetirizine
Upi2 R 2 e dihydrochloride) after 30 min. / He menee
Unit-3 / Tabma.-3 98% 80 % (Q) OT HOMMHANBHOrO CcogepHKAHN
- C2|H25C1N303'2HC1 (LleTanleHa
= - 0
U e a0 mruapoxnaopun) depes 30 MuH.,
Unit-5 / Tabn.-5 99%
Unit-6 / Tabn.-6 99%
6 |Related Impurities by HPLC/
PoacTeennbie npumecn
Impurity A / IlpuMech A Less than LOQ (LOQ =0.019%) / Not more than 0.2 % / He 6onee 0,2 %
¥ - Hwxe nipeena KoJIMYeCTBEHHOTO = =
Impurity B/ TIpumecs B onpenencrma (KO = 0,019%) Not more than 0.2 % / Tle 6onee 0,2 %
. - ) 0,
Impurity C / ITpumecs C Less than LOQ (LOQ = 0.010%) / Not more than 0.2 % / He 6onee 0,2 %
Impurity D / TIpumecs D Hwke npenena KOJIMYECTBEHHOTO Not more than 0.2 % / He 6onee 0,2 %
; onpenenenus (TIKO = 0,010%
Impurity E / ITpumecs E Ngt detected /(H & obwap yxceH!;) Not more than 0.2 % / He 6onee 0,2 %
Impurity F / TTpumecs F Not detected / He oGHapysera Not more than 0.2 % / He 6onee 0,2 %
Any 'individual unidentified | g 930,/ 0,03% Not more than 0.2 % / He 6onee 0,2 %
impurity / JloGas egwAnYHasn
HeI/UICHTI/I(bV]uI/IpOBaHHaH Not detected / HE 06Hapy)KeHa
[IpAMEChH 0.08% / 0,08%
Total impurities / 0.1%/0,1% Not more than 2.0 % / He 6onee 2,0 %
Cymma npumeceit
7 | Assay / KoauuecTBeHHOE 9.88 mg /9,88 mr Not less than 9.0 mg and not more than 11.0

onmpeaejieHne

98.8% / 98,8%

mg C,,H,5CIN,0O53-2HCI (cetirizine
dihydrochloride) in tablet (between 90% and
110% of label claim)./ Ot 9,0 mr no 11,0 mr
C, H,5CIN,O5-2HCI (uetmpuswHa
nurnapoxnopun) B tabnerke (ot 90 % mo
110 % oT HOMUHATLHOTO COAEPIKAHNA).

Remarks : The Product confirms to ND/
TMpumeuanune: IMpoaykr cooTBeTcTBYET Tpebosanunsam HJI

Conclusion : APPROVED /
3akmiouenne: OJIOBPEHO

WI-GLOB-QA-0669-1.0

Page 3 of 6



Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIN3A

Product : Cetrine film-coated tablets 10 mg

| TIpomyxt: LleTpnn, Tabnerku, NOKpbIThIe M1eHouHoit obonoukoi, 10 Mr

Batch No / B2303208 Batch Quantity / © 955.000 KG/

| Cepusa Ne - Ob6beM cepuu 955000 KI"
Analytical Report No / 2002FP23002345 Date of Analysis / 11-10-2023
AHanurnyecknii oryer Ne JlaTa ananuza
Date of Manufacture / 09/2023 Date of Expiry / 08/2026
Hara npon3BojcTaa I"open o

TTN013283/01 ot 13.07.2023

Analysis performed according ND / Ananus nposenew mo HJI: TTNO13283/01 dt 13.07.2023 /

8 | Subdivision of tablets /
OanopoanocTb Mace npu
JeJTeHHU Ta0IeToOK

Complies as prescribed /
CootgeTtcrByeT TpeGOBAHUAM

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
0ol 75 % o 125 % of the average mass. /

TabneTkn COOTBETCTBYIOT TpebOBaHHAM,
ecmi He Oomee 1 enwHMuYWas Macca
OTKIIOHseTcst 3a npepensl 85 % - 115 % or
cpenreit Macchl. TabneTkn He

COOTBETCTBYIOT TpeGOBaHMAM, ecnu Gonee
deM | WHOMBUAYallbHAs MAcCa OTKIIOHAETCS

OT DOTHX TipeneroB  WiH, econ |
WHIHBWOyalbHAS Macca OTKJIOHAETCS 3a
npenenst 75 % - 125 % ot cpeaseit Maccel.
9 |Microbiological purity* / MuxpoGuosornyeckasi yucrora*

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

Count / O6uiee uyncno He 6onee 1000 KOE/r

a’pOOHBIX MUKPOOPTaHH3MOB

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

moulds count / Obiee yncio He Gonee 100 KOE/r

IPOXOKEBBIX U MJIECHEBBIX

TprboB

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

OrcytetBre B 1 T

Remarks : The Product confirms to ND/

Tpumeuanue: TTpoaykT coorBeTcTBYET TpeboanuaM HJI

Conclusion : APPROVED /
3aknaruenne: OJJOBPEHO

WI-GLOB-QA-0669-1.0

Page 4

of 6




CERTIFICATE OF ANALYSLS

CEPTHOHKAT AHAJIM3A

Product : Cetrine film-coated tablets 10 mg

[Tposyxt: IleTpun, TabneTku, NoKpbLIble 1enouoii odonoukoit, 10 mr .
Batch No / B2303208 Batch Quantity / : 955.000KG/
Cepna Ne Obnem cepuu 955000 KI"
Analytical Report No / 2002FP23002345 Date of Analysis / 11-10-2023
AHRanuTAYecKrnid oTyeT No Jlata ananusa
Date of Manufacture / 09/2023 Date of Expiry / 08/2026

| lara npounssojcTea Topen 1o

T1N013283/01 or 13.07.2023

Analysis performed according ND / Ananus nposenen no HJ{: TTN013283/01 dt 13.07.2023 /

10 | Packaging / YnakoBka

10 tablets in PVC/PVDC//aluminum
blister. 2 blisters and patient
information leaflet in a carton. / ITo
10 Tabnerok B
IMBX/TIBJAX//amomunnesoM
6mmcrepe. Tlo 2 Gnucrepa BMecTe C
WHCTpYKLIMEH  TI0  TIPUMEHEHWIO
yNaKkoBaHbl B NaYKy KapTOHHYIO.

10 tablets in PVC/PVDC//aluminum blister.
2 or 3 blisters and patient information leaflet
in a carton. / Tlo 10 -Tabmetok B
NBX/TIBJIX//amomunneBom Gnucrepe. TTo
2 uma 3 6uctepa BMECTE ¢ MHCTPyKLMEH no
NMPUMEHEHUIO  YMaKOBaHBl B TauKy
KapTOHHYIO.

11 | Labeling / MapkupoBka

According to ND / B coorserctenn ¢ HJI

12 | Storage conditions /
Xpanenue

At temperature below 25 °C. / IIpn Temnepatype He Boie 25 °C.

13 | Shelf life / Cpok rognocTu

3 ycars / 3 rona

ananuza upmoL.

Uncontrolled Copy

*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 / IIposodumcs npoussooumenem npu 8ulnycke nepuoouiecKu. Oi
Kkaoicooti 20-o1i cepuu wnu re meree 1 pasa g 200. Hoxazamens modicem boims ne gxnioven ¢ Cepmugpuram

Remarks : The Product confirms to ND/
Tpumeuanne: TTpogykT cooTBeTcTBYET Tpebopanwam HJL

Conclusion : APPROVED /
Jakmouenue: OJJOBPEHO

WI-GLOB-QA-0669-1.0
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Uncontrolled Copy

ELECTRONIC SIGNATURES

Dr.Reddy’s ‘f"

Title

B2303208

Document No.
- Version

QUA-FT02-2662
- 1.0, CURRENT

Approved Date

13-Oct-2023

Prepared By P00021162 Latha Dasi 13/10/2023
19:14:41
Reviewed And P00034556 V Krishna Nimmakayala]  13/10/2023
Approved By 19:17:58
Approved By QA P00050127 Ajay Kumar..... 13/10/2023
20:14:42
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