Uncontrolled Copy

CERTIFICATE OF ANALYSIS
CEPTHOHKAT AHAJIH3A

| Product : Cetrine film-coated tablels 10 mg

Iposykr: LlerpuH, TaONCTKH, MOKPRITHIC MICHOUHOH 060104K0#, 10 MT

Batch No / ¢ B2303210 Batch Quantity / : 955,000 KG/ 555,()00 K[
Cepua No O6BeM cepun -

Analytical Report No / : 2002FP23002355 Date of Analysis/ c 11-10-2023
AnanuTuueckuit oTueT No Jara ananusa

Date of Manufacture / i 09/2023 Date of Expiry / . 08/2026 B
_JlaTa mpon3BoOACTBA T'oaeH no

I1N013283/01 ot 13.07.2023

Analysis performed according ND / Anamu3 nposeaen no HJI: IT N013283/01 dt 13.07.2023 /

Ne Test / loxazarean Result / PesyabTaTni Specification / Hopma

1 | Description / Onncanne White colored, round, biconvex film- | White or off-white colored, round, biconvex
coated tablets with a break line on filin-coated tablets with a break line on one
one side. White core on cross section. | side. White to off-white core on cross
/ Kpyriple ABOSKOBBIITY KIIbIC section. / Kpyriable IBOSIKOBBIMYKIIBIE
TaOJICTKH, TOKPHITHIC IICHOYHOH TabIeTKH, MOKPBITHIE TUICHOYHOH

06010uKO} 6€10T0 UBETa, C PUCKOH | 000mouKo# Oe710ro HMAM mHoutd 6eoro
Ha O/IHOM cTOpoHe. Ha monepeyHoM | mBeTa, C PHUCKOM Ha OJHOM cropone. Ha
paspese saapo 6eI0ro UBeTa. NOMEPEUHOM paspe3e AIpPo OT Oeyoro o

ouTH OCJIOTO 1BETA.

Remarks : The Product confirms to ND/

Mpumeyanne: [Tpoaykr coorsercTByeT Tpebosanuam HJL 3axmouenune: QJOBPEHO

Conclusion : APPROVED /
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Uncontroiled Copy

CERTIFICATE OF ANALYSIS

CEPTHOHKAT AHAJTH3A

“Product : Cetrine film-coated tablets 10 mg

Tpoayxr: Tlerpus. TAONCTKH, MOKPLITHIC MIICHOUHOH 0000410, 10 Mr

Batch No / B2303210 Ratch Quantity / : 955.000 KG/ 9_55,()0() KI
Cepua Ne Ob6seM cepun

Analytical Report No / 2002FP23002355 Date of Analysis / 11-10-2023
AnanurHucckuit otTer Ne B Jlata aHanusa

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

JlaTa mpoM3BOACTBA T'oaeH no

Analysis performed according ND / Ananu3 nposeaes o HJI: TIN013283/01 dt 13.07.2023 /

T1N013283/01 ot 13.07.2023

2 | Identification. Cetirizine / ogmuuocTn. Hernpusnn

1. HPLC/B2XX

CooTBeTCTBYET TPEOOBAHHAM

Complies as prescribed /

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 yacpixkuBaHust
OCHOBHOTO IHMKA HA  XPOMATOTPAMME
HCIIBITY EMOTO pacTBopa JIOTDKHO
COOTBETCTBOBATH BPEMCHH Y ICP>KHBAHHSI
OCHOBHOTO MHKA HA  XPOMaTorpaMme
pacTBopa CTaHJAPTHOIO obpasua
LCTUPH3HHA THIPOXJIOPHIA (pazzen
«KOoAu4eCTBEHHOE OTPEACIICHUEY).

2. UV spectrophotometry /
Y®-criekTpo(pOTOMETPHS

CooTBeTCTBYECT TPCOOBAHUAM

Complies as prescribed /

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®-cmekrpsl
IOTJIONICHHSI HCUBITYEMOTO  pacTBOpa M
pacTBopa CTAHJAPTHOTO obpasua
LETHPU3MHA THAPOXJOPHAA B 00NACTH OT
200 mo 400 HM JOJDKHBI HMETh MAKCHMYMBbI
NOCJIOICHHUS TPH OAHONH M TOI K& IIHHC
BOJNMBI C JONYCTUMBIM OTKJIOHCHHEM *+ 2
HM,

3 | Water / Boja

3.3% wiw /3,3%

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

4 | Uniformity of dosage units /
OHopoIHOCT
JIO3HPOBAHIIS

58758

Acceptance value (AV) should be not more
than 15.0 / Tloxa3arens HOPHEMICMOCTH
(AV) nomwxen ObiTh He Oonee 15,0.

Remarks : The Product confirms to ND/

Mpumeyanue; [TpoaykT COOTBETCTBYET TpeboBanusM HJT

Conclusion : APPROVED /
Zaxmouenne: OIOBPEHO

WI-GLOB-QA-0669-1.0
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Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTHOHKAT AHAJIH3IA

Product : Cetrine [1lm-coated tablets 10 mg
Nposyxr: LieTpii, TaONCTKH, TOKPEITHIC MICHOYHOH 000:104K0M, 10 Mr

Batch Na / B2303210 Batch Quantity / T 955.000 KG/ 9_55,()()() Kr

Cepusg Ne ObBeM cepnn

Analytical Report No / 2002FP23002355 Date of Analysis / 11-10-2023 T
| AHAIBTHYCCKMH OTHeT Ne Jara ananmsa

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

Jata npou3BOACTBA T'ogen no

Analysis performed according ND / Ananu3 nposeack mo HJL: I N013283/01 dt 13.07.2023 /
IIN013283/01 or 13.07.2023

onpeaeneune

99.2% / 99,2%

5 | Dissolution / Pacreopenue Unit-1/ Tabm.-1 91% Not less than 80% (Q) of the labeled amount
- - = of  C,H,5CIN,O3-2HCI (cetirizine
S, A S dihydrochloride) after 30 min. / He mence
Unit-3 / Tabmn.-3 97% 80 % (Q) OT HOMHMHAIBLHOIO COJCPMKAHHSI
— C2|H25C1N201‘2HC1 (I_[CTI/[pI/ISI/IHa
- - 0, N
RIS i =1 Bps JUCAAPOXIOpUA) uepe3 30 MUH.
Unit-5 / Tabn.-5 97%
Unit-6 / Tabu.-6 97%
6 |Related Impurities by HPLC/
PoacrBeHHBIC IIPHMECH
Impurity A / ITpumccs A Less than Limit of Detection (LOD = | Not more than 0.2 % / He 6onec 0,2 %
- 0.005%) / Hwxe mpenena S =
Impurity B / TTpumecs B b6rapy e (TTO = 0,005%6) Not more than 0.2 % / He 6onee 0,2 %
Impurity C/ Ipumecs C Less than LOQ (LOQ = 0.010%) / Not more than 0.2 % / He 6onee 0,2 %
- : Hike npenena KOIHYECTBEHHOIO = : 5
Impurity D / [Tpumecs D ompenencrus (KO = 0,010%) Not more than 0.2 % / He 6oxee 0,2 %
Impurity E / Ilpumecs E Not detected / He oGHapysena Not more than 0.2 % / He 6osee 0,2 %
Impurity F / ITpumecs F Not detected / He oGuapysKena Not more than 0.2 % / He 6onee 0,2 %
Any individual unidentified | o 549, / 0.04% Not more than 0.2 % / He 6onee 0,2 %
impurity / JIrobas ¢cAHHHIHASL i
HEHICHTU()HUMPOBAHHAS Not detected / He oOHapyKeHA
HPUMERH 0.08% / 0,08%
Total impurities / 0.1%/0,1% Not more than 2.0 % / He 6onee 2,0 %
Cymma npumeceit
7 | Assay / KoimuyecrBenuoe 9.92 mg /9,92 mr Not less than 9.0 mg and not more than 11.0

mg C2 |H25CIN203 -2HCl (cetirizine
dihydrochloride) in tablet (between 90% and
110% of label claim)./ Ot 9,0 Mr go 11,0 Mr
C,H,5CIN,O;-2HCI (ueTupu3HHA
guruapoxyaopua) B tabaerke (ot 90 % mo
110 % OT HOMHHAJILHOT'O COACPYKAHH).

Remarks : The Product confirms to ND/
TIpumeyanue: ITpoaykT cooTBeTcTBYET TpeboBanusaM HJI,

Conclusion : APPROVED /
Jakmouennc: Q/IOBPEHO

WI-GLOB-QA-0669-1.0
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Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTHOHKAT AHAJIH3A

Product : Cetrine film-coated tablets 10 mg

Tlpoaykr: Lierpun, Ta6ieTka, NOKPLITHIE IICHOMHOM o6omouKoH, 10 Mr
Batch No / R2303210 Batch Quantity /
Cepust Ne O0BeM cepun

© 955.000 KG / 955,000 KI

Anatytical Report No / 2002FP23002355 Date of Analysis / 11-10-2023
Anannrrucckui otuer Ne Hata ananusa i |
Date of Manufacture / : 09/2023 Date of Expiry / 08/2026

Jlara npou3BoACTEA

T'onen no

Analysis performed according ND / Anamu3 nposeac no HJI: TT N013283/01 dt 13.07.2023 /

ITN013283/01 ot 13.07.2023

Subdivision of tablets /
OHOPOIIOCTL MACC TIPH
Je/IeHnH Tadseror

8

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. /
TabneTki  COOTBETCTBYIOT — TPCOOBAHHSIM,
eciy He Oosee 1 emuHMunas macca
OTKNOHsICTCS 3a mpenesl 85 % - 115 % or
cpeaHe MACCHI. Tabnerku HE
COOTBETCTBYIOT TpEOOBaHMAM, ecim Golice
yeM | MHAMBHIYANbHAS MACCA OTIJIOHSACTCS
OT 3THX TpCACIOB  Hmm, ccmu |
MHIUBUAYAJBHAS Macca OTKJIOHICTCH 3a
npenenst 75 % - 125 % ot cpexHeit Macchl.

Microbiological purity* / Mukpooio/iorirueckas 1icrora*

a) Total Aerobic Microbial
Count / Obuiee YuCIIO
a3pOOHBIX MHKPOOPraHH3MOB

Not Applicable

Not more than 1000 CFU/g /
He 6osee 1000 KOE/r

b) Total Combined Yeast and
moulds count / Obuee UucIo
JPOOKEBBIX U IIECHEBBIX
rpuboB

Not Applicable

Not more than 100 CFU/g/
He 6onec 100 KOE/r

¢) Escherichia Coli Not Applicable

Shell be absentin 1 g/
OrcyrctBue B 1 1

Remarks : The Product confirms to ND/

Mpumedanne: [TpoayxT cooTBeTcTBYET TpeboBanmsmM HJ

Conclusion : APPROVED /
Jakmouennc: OJOBPEHO

WI-GLOB-QA-0669-1.0
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Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTHOHKAT AHAJIH3A

Product : Cetrine film-coated tablets 10 mg
Mpoayxr: LlerpuH, TAGNCTKY, HOKPBITHIE MICHOYHOHK 000104k, 10 Mr

Batch No / B2303210 Batch Quantity / ¢ 955.000 KG/ 9%55,()()() KIr

Cepua No - | Obwem cepun

Analytical Report No / 2002FP23002355 Date of Analysis / i 11-10-2023 0
| AnajiuTHycckuii oTaeT No Jara anajmsa

Date of Manufacture / 1 09/2023 Date of Expiry / . 08/2026

Jlara npoKu3BOACTBA T'ocH 10

I1N013283/01 ot 13.07.2023

Analysis performed according ND / Anamus nposeaes mo HJI: TIN013283/01 dt 13.07.2023 /

10 | Packaging / YnakoBka

10 tablets in PVC/PVDC//aluminum
blister. 2 Dblisters and patient
information leaflet in a carton. / Tlo
10 TabNIeTOK B
[IBX/TIB AX//anmoMHEHHEEBOM
onuctepe. [lo 2 OnucTepa BMECTE C
HHCTPYKIHCH 1O  NPUMEHCHHIO
yIIAKOBAHBI B MIAUKY KAPTOHHYIO,

10 tablets in PVC/PVDC//aluminum blister.
2 or 3 blisters and patient information leaflet
in a carton. / Tlo 10 Tabnaerox B
[IBX/IIBAX//antomurneBoM Gmctepe. 1o
2 w3 OaHcTepa BMECTE ¢ MHCTPYKLUUCH 110
NPUMCHCHHIO  YIAKOBAHbI B Iayky
KapTOHHYIO.

11 | Labeling / Mapkuposka

According to ND / B coorsercTBuu ¢ H/J

12 | Storage conditions /
Xpanenne

At temperature below 25 °C. / ITpn remnepatype He Bbime 25 °C.

13 | Shelf life / Cpox roanocrtn

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 / [Iposodumcs npousgodumencm npy 8blNYCKe NepUoOUYecKu: Ons
kasrcooi 20-o1i cepuu wiu ne menee 1 pasa e 200. Hoxasamene modicem obums He gxnioven 6 Cepmuguxan

ananusa Qupmel.

Remarks : The Product confirms to ND/
Mpumeyanue: IIpoayxt coorsercTBy T TpeboBarusaM HJT

Conclusion : APPROVED /
Jakmouennce: OJJOBPEHO

WI-GLOB-QA-0669-1.0
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Uncontrolled Copy

ELECTRONIC SIGNATURES

Dr.Reddy’s ‘!‘

B2303210

Title

Document No. | QUA-FT02-2664
- Version - 1.0, CURRENT

Approved Date

13-Oct-2023

Prepared By P00021162 Latha Dasi

21:12:39
Reviewed And P00034556 V Krishna Nimmakayala|  13/10/2023
Approved By 21:21:10
Approved By QA P00050127 Ajay Kumar..... 13/10/2023
21:59:41
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