Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTH®@UKAT AHAJIU3A

‘Product : Cetrine film-coated tablets 10 mg

| [poayxT: LIeTpUH, TAaGAECTKH, MOKPHITEIC MJICHOYHOM 0000uKoi. 10 MT

. 955.000KG /

JlaTa npou3BOACTBA

T'ogen no

Batch No / B2303982 Batch Quantity /

Cepus No ObveM cepun 955,000 KT

Analytical Report No / : 2002FP23002818 Date of Analysis / 08-12-2023 -
AHamuTHYCCKHIT oTueT No JlaTa anamusa

Date of Manufacture / 11/2023 Date of Expiry / 10/2026

1 N013283/01 ot 13.07.2023

Analysis performed according ND / Ananu3 nposeacs mo HJ[: TTN013283/01 dt 13.07.2023 /

Ne Test / Iloxazaresns

Result / Pe3yanTarnl

Specification / Hopma

1 | Description / Onucanue

White colored, round, biconvex film-
coated tablets with a break line on
one side. White core on cross section.
/ Kpyribie ABOSIKOBBIITY KJIBIC
TaOJIETKH, MOKPHITHIC IUICHOYHON
0604104K0# 6I0r0 IBETA, C PUCKOH
Ha ofHO¥ cropone. Ha nonepeyHoM
paspese aapo 6e10ro LBeTa.

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. / Kpyrable JIBOAKOBBIILYKIIBIC
TabIeTKH, TOKPBITHIC MJICHOYHOM
06010uKOi Oenoro MM TOYTH 6enoro
BETA, C PUCKOH Ha OAHOM crtopone. Ha
MONEPEYHOM paspe3e sAApO OT Oenoro Ao
nouru 6eI0ro NBETA.

Remarks : The Product confirms to ND/

Hpumedanne: ITpoaykT cOOTBETCTBYET TpeboBanmsam HJT

Conclusion : APPROVED /
Zaxmouenue: OJOBPEHO

WI-GLOB-QA-0669-1.0
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Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTUO®UKAT AHAJIU3A

“Product : Cetrine film-coated tablets 10 mg_

Npoxykr: LieTpiH. TAGIETKH, TOKPHITHIC MICHOUHOH 060104KOH, 10 MT

Batch No / B2303982 Batch Quantity / ¢ 955.000 KG/
Cepust Ne O06BCM copu 955,000 KT"
7\_11a1ytical Report No / : 2002FP23002818 Date of Analysis / 08-12-2023 B
AHaguTHIeCKui oTUeT No JlaTta aHanmu3a
Date of Manufacture / 1172023 Date of Expiry / 10/2026
JaTta npou3BOACTBA l'oaeH 1o

Analysis performed according ND / Ananu3s nposesex o H/[: ITTN013283/01 dt 13.07.2023 /

I1N013283/01 ot 13.07.2023

2 | Identification. Cetirizine / Ilognnuuocty. Hernpuznu

1. HPLC/B2XX

Complies as prescribed /
CoO0TBETCTBYET 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"). / Bpemst ymepkuBanust
OCHOBHOTO ~IHKA HA  XPOMATOTpaMMe
HCIIBITY EMOTO pacTBopa JTOIDKHO
COOTBETCTBOBATb BPEMCHH Y ICPIKUBAHHS
OCHOBHOTO  IHKA HA  XPOMATOTpaMMe
pacTBopa CTaHZAPTHOTO obpasua
LECTUPH3HHA THAPOXJIOPHIA (paszaen
«KOIHMICCTBEHHOE ONIPEIETICHUE ).

2. UV spectrophotometry /
Y®-cnexrpooToMeTpus

Complies as prescribed /
CooTeercTByeT TpeOOBAHMUAM

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®-cuekrps
MOTJIOIICHUSI MCIBITYEMOTO PAacTBOpa H
pacrsopa CTaH/IAPTHOTO obpasua
LCTUPH3UHA THAPOXJIOPHAA B OONACTH OT
200 mo 400 HM AOJDKHBI HMETh MAXCHMY MBI
MOTJIOMICHUS TPH OJHOH U TOU K& IJIHHE
BOJIHBI C JONMYCTUMBIM OTKIOHCHHEM + 2
HM.

3 | Water / Boaa

4.2% wiw 1 4,2%

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

4 | Uniformity of dosage units /
Oanopoauoctn
JO3HPOBAHUSI

43/43

Acceptance value (AV) should be not more
than 15.0 / Iloxazaremp NPHEMICMOCTH
(AV) momxen OpiTh He boace 15,0.

Remarks : The Product confirms to ND/

Ipameyanne: ITpoaykr cooTBeTCTBY T TpeboBanmsaM HJL

Conclusion : APPROVED /
Jacmouenue;: OJOBPEHO

WI-GLOB-QA-0669-1.0
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Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTHO®HKAT AHAJNH3A

Product : Cetrine film-coated tablets 10 mg
[poaykr: LlcTpHH. TAGNCTKY, TIOKPHITLIC MIEHOUHOM 060104K0#. 10 MT

Batch No / B2303982 Batch Quantity / : 955.000 KG/

Cepusn Ne O6BeM cepHH 955,000 KT
_/Tnalytical Report No / : 2002FP23002818 Date of Analysis/ 08-12-2023

AnamurHyeciuii otuer No Jara aHanusza

Date of Manufacture / 11/2023 Date of Expiry / 10/2026

Jlata mpoM3BOJCTBA Coyen g0

I1 N013283/01 ot 13.07.2023

Analysis performed according ND / Ananu3 nposeaen no HJI[: ITN013283/01 dt 13.07.2023 /

5 | Dissolution / PacTopenue Unit-1/ Ta6n.-1 98% Not less than 80% (Q) of the labeled amount i
" 0 of C21H25C1N303'2HC1 (cetirizine
Unit-2/ Ta6n-2 97% | gihydrochloride) after 30 min. / He weree
Unit-3 / Ta6un.-3 99% 80 % (Q) OT HOMHHAIBHOIO COXCPIKAHHUS
. C, H»5CIN,0;3-2HCI (uerupusuHa
. - 0,
Unit-4/Taba.-4 2578 JUCHAPOXIOpHLT) ucpe3 30 MUH.
Unit-5 / Tabn.-5 100%
Unit-6 / Ta6.-6 101%
6 |Related Impurities by HPLC/
Poacreennpie mpamMecn
Impurity A / ITpumecs A Less than Limit of Detection (LOD = | Not more than 0.2 % / He 6onee 0,2 %

- 0.005%) / Hmxe mpeaena 5 : 5
Impurity B / Tlpumecs B obuapyerns (110 =0,005%) Not more than 0.2 % / He 6onee 0,2 %
Impurity C / ITpumecs C Not more than 0.2 % / He 6onee 0,2 %

, . 0.01% / 0,01%
Impurity D / [Ipumecs D Not more than 0.2 % / He 6onee 0,2 %
Impurity E / ITpumecs E Not detected / He oOHapyxeHa Not more than 0.2 % / He 6onee 0,2 %
Impurity F / ITpumecs F Less than LOQ (LOQ = 0.003%) / Not more than 0.2 % / He 6omee 0,2 %
Any individual unidentified | Huke npeaena k0au4eCTBCHHOTO Not more than 0.2 % / He 6onee 0,2 %
impurity / JTrobas eaunuunas | onpeaenenus ([IKO = 0,003%)
HEHACHTHHIIpOBAHHAS Not detected / ve oOHapyxeHa
MPUMECh
Not detected / e oOHapyxeHa
0.08% / 0,08%
Total impurities / 0.2%/0,2% Not more than 2.0 % / He 6onee 2,0 %
CymMa mprMeccH
7 | Assay / KoiuvecrBennoe 10.07 mg/ 10,07 mr Not less than 9.0 mg and not more than 11.0
OTIPC/ACACHHC o o mg C,;H,5CIN,O5-2HCI (cetirizine
100z V1005 dihydrochloride) in tablet (between 90% and
110% of label claim)./ Ot 9,0 mr g0 11,0 Mr
C, H,5CIN,0;-2HCI (UeTHPHU3HHA
auruapoxnopun) B tabnerke (ot 90 % go
110 % OoT HOMMHAJBHOTO COACPIKAHH).

Remarks : The Product confirms to ND/
Ipumeuanne: TIpoaykT cOOTBETCTBY T TpeboBanmsiM HJL

Conclusion : APPROVED /
Zakmouenne: OJOBPEHO

WI-GLOB-QA-0669-1.0
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Uncontrolied Copy

CERTIFICATE OF ANALYSIS

Product : Cetrine film-coated tablets 10 mg_

CEPTHOUKAT AHAJTH3A

[poayxr: LieTpun, TaGNETKH, MOKPHITHIC TIICHOMHOH 060101KO#. 10 MT

Batch No / B2303982 Batch Quantity / - 955.000KG/
Cepuy No _O6BeM cepun 955,000 KT
Analytical Report No / : 2002FP23002818 Date of Analysis / ; 08-12-2023
AHATUTHYCCKHI 0TYET No Jlata aHanusa

Date of Manufacture / 11/2023 Date of Expiry / 10/2026

JlaTa npoM3BOACTBA I'oacH no

Analysis performed according ND / Ananu3 nposeaer mo HJI: TT NO13283/01 dt 13.07.2023 /

I1N013283/01 ot 13.07.2023

8 | Subdivision of tablets /
O/ uopoanocTs Macc npu
JeJeHHI TA0JIeTOR

Complies as prescribed /
CooTBeTcTBYET TPEOOBAHMAM

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. /
TabneTkd COOTBETICTBYIOT —TPEOOBAHMAM,
eciu  He Oomee 1  eauHMuHas Macca
OTKJIOHsIETCS 3a mpeaensl 85 % - 115 % or
cpenHen MAaccChL. Tabnerku HE
COOTBETCTBYIOT TpeOOBaHMAM, eciu Oosee
yeM | MHAMBHAYaIbHAA MACCA OTKIOHICTCS
OT 3THX THpeAcIoB  wWid, ecad |
WHIMBUAYANBHAS Macca OTKIIOHACTCS 3a
npenenst 75 % - 125 % ot cpeiHei MacChL.

9 [Microbiological purity* / MuxpoGnoiornueckas 4ncrora*

a) Total Aerobic Microbial Not Applicable Not more than 1000 CFU/g /
Count / O61ee yuc10 He 6onee 1000 KOE/r
a3pOOHBIX MEKPOOPTAHU3MOB

b) Total Combined Yeast and Not Applicable Not more than 100 CFU/g/
moulds count / Of1ee uucio He 6onee 100 KOE/r
JIPOICKEBBIX H IIICCHCBBIX

rpuboB

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

OrcyrcTBHC B 1 T

Remarks : The Product confirms to ND/

Mpumeyanue: [Ipoaykr cooTBercTBYeT TpeOoBanusiM HJT

Conclusion : APPROVED /
Zaxauemne: OOBPEHO

WI-GLOB-QA-0669-1.0
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CERTIFICATE OF ANALYSIS

CEPTHOHUKAT AHAJTH3A

| Product : Cetrine film-coated tablets 10 mg

Tpoayxr: Llerpuu. TabICTKH, MOKPHITHIC TICHOUHOK 000m0%KOI, 10 Mr

Batch No / B2303982 Batch Quantity / : 955.000KG/
Cepust No B O6wem cepun 955,000 KI"
Analytical Report No / : 2002FP23002818 Date of Analysis/ 08-12-2023
Anamuruucckui otuer Ne Jara ananu3sa

Date of Manufacture / 11/2023 Date of Expiry / 10/2026

Jlata npoM3BOACTBA Tozen 10

Analysis performed according ND / Ananu3 nposeact mo HJT; TTN013283/01 dt 13.07.2023 /
[1 N013283/01 or 13.07.2023

10

Packaging / YnakoBka

10 tablets in PVC/PVDC//aluminum
blister. 2 Dblisters and patient
information leaflet in a carton. / Ilo
10 TabICTOK B
[MBX/TIB JIX//antoMHHHEBOM

onuctepe. [lo 2 6mucTepa BMECTE C
HHCTPYKUMECH 1O TMPHMEHCHHIO

YTIAKOBAHBI B MAYMKY KAPTOHHYIO.

10 tablets in PVC/PVDC//aluminum blister.
2 or 3 blisters and patient information leaflet
in a carton. / Tlo 10 Tabnerox B
TIBX/TIB AX//amomuruesom Oimucrepe. ITo
2 wiu 3 OnmcTepa BMECTE ¢ HHCTPYKIUEH TI0
IPHMCHCHMIO  YTIAKOBAHBI B Tayky
KapTOHHYO.

Uncontrolled Copy

11 | Labeling / Mapkuposka According to ND / B coorsercTBau ¢ H/I

12 | Storage conditions / At temperature below 25 °C. / TTpu Temmeparype e Bbimre 25 °C.
Xpaucnne

13 | Shelf life / Cpox roanocTn 3 years/ 3 roxa

*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 / IIpogodumcs npouszsoounienem npiu 6bINYCKe nepuoouYecku. s
Kaoicooit 20-oit cepuu unu ne menee 1 pasa ¢ c00. Iloxasamens moxcem 6uimbs He gioden ¢ Cepmugpuiam

aHanu3aq QupMel.

Remarks : The Product confirms to ND/
Ipumeyanue: [IpoaykT cooTBeTcTBYCT TpeOoBanmsM HJ{

Conclusion : APPROVED /
Zarmouenue: OJIOBPEHO

WI-GLOB-QA-0669-1.0
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Uncontrolled Copy

ELECTRONIC SIGNATURES

Dr.Reddy’s Q3¢

Title

B2303982

Document No.

QUA-FT02-2834

Approved Date

08-Dec-2023
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