Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTHO®HKAT ATTAJIHIA

Product : Cetrine film-coated tablets 10 mg

Tponyxrt: LleTpnH, TAGNETKK, NOKPHITHIE NIEHOUHOH 06010uKOMH, 10 MF

Batch No/ B2303210 Batch Quantity / ¢ 955.000 KG /955,000 KT B
| Cepns Ne ObpeM cepun

Analytical Report No / 2002FP23002355 Date of Analysis / 11-10-2023 |

Ananuruyeckuii otuet Ne JlaTa aHanuza

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

Jlata npon3BOACTBA Tonen go

11 N013283/01 ot 13.07.2023

Analysis performed according ND / Anamms nposexen o HJI: TIN013283/01 dt 13.07.2023 /

Ne Test / Iloka3zaTenn

Result / PesynbsTaThl

Specification / Hopma

1 | Description / Onucanne

White colored, round, biconvex film-
coated tablets with a break line on
one side. White core on cross section.
/ Kpyriibie qBOSIKOBHIITYKIThIE
TabIeTkH, MOKPBITHIE TNICHOYHOM
o6onoukoii 6enoro 1Bera, ¢ pUCKOH
Ha OJTHOM cTopoHe. Ha nomepeyHom
paspese spo 6enoro npera.

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. / Kpyriusle  JIBOSIKOBBITYKIIBIE
TabyeTKu, TIOKPLITHIE TIEHOYHOM

000onoykoii 0enoro HWNM IouYTH 6enoro
1BeTa, C PUCKOW Ha oxHoil cropone. Ha
NoMepevHoM paspese AIpo oT Genoro A0
noutu 6eyoro 1BeTa.

Remarks : The Product confirms to ND/

Mpumeuanue: TTpogykT cooTBeTCTBYET TpeboBaumaM HJ[

Conclusion : APPROVED /
3axaouenue: OJJOBPEHO

WI-GLOB-QA-0669-1.0
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Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIM3A

Product : Cetrine film-coated tablets 10 mg
| TTpoytykr: Letpuy, Ta6NeTKY, NOKPLIThIE MNEHOUHOK 000N104KOH, 10 M

Batch No / B2303210 Batch Quantity / : 955.000 KG /955,000 KI”
Cepua Ne . o O6wem cepyn

Analytical Report No / . 2002FP23002355 Date of Analysis / : 11-10-2023
AHanuTnueckni otyet Ne Jlata ananusa

Date of Manufacture / 0972023 Date of Expiry / : 08/2026

JlaTa mpon3BoAcTBa logen no

11 N013283/01 ot 13.07.2023

Analysis performed according ND / Awanuz nposenen mo H: TT N013283/01 dt 13.07.2023 /

2 | Identification. Cetirizine / ITopauunocts. LHeTnpusuu

1. HPLC/B3XX

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"). / Bpema ynepkuBaHus
OCHOBHOTO TIHKa HAa  XPOMaToTpaMMe
WCTIBITYEMOTO pacTBopa IIOJDKHO
COOTBETCTBOBATb BPEMEHH  YyIEp)KMBAHMS
OCHOBHOTO TWKa Ha  XPOMaTOTpaMMe
pacTBopa CTaHapTHOI'O obpasua
LEeTHPU3MHA ruapoxnopuaa (pasznen
«KonniecTBEHHOE OTIPENENIEHAEY).

2. UV spectrophotometry /
VY®-cnextpodoromerpus

Complies as prescribed / The UV-spectrum of the test solution and
CooTBeTCTBYET TPEOOBAHWAM 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®-cnektpsi
TIOTJIOUIEHNS  WICITBITYEMOTO ~ pacTBopa W
pacTBopa CTAHIAPTHOTO oGpasiia
HETUPHU3MHA [HAPOXJIOpUAa B 00NacTv ot
200 mo 400 HM HOJDKHBI UIMETE MaKCUMYMBI
TIOTTIOIIEHWST TIPW OMHON W TOW XKe THHE
BOJIHBI C JIONYCTMMBIM OTKJIOHEHWeM =+ 2
HM.

3 | Water / Boaa

3.3% w/w /3,3% Not more than 8.0 % / He 6osee 8,0 %

4 | Uniformity of dosage units /
OnxoponnocTh
A03NPOBAHUSA

5.8/5,8

Acceptance value (AV) should be not more
than 15.0 / IlokazaTenb MNpUEMIIEMOCTH
(AV) nomxeH 65ITh He Oonee 15,0.

Remarks : The Product confirms to ND/

ITpumeuanne: TTpoaykT cooTBeTcTBYET Tpeboranmsam HJT

Conclusion : APPROVED /
3axmiouenue: OJIOBPEHO

WI-GLOB-QA-0669-1.0

Page 2

of 6




Uncontrolled Caopy

CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHAJIM3A

Product : Cetrine film-coated tablets 10 mg
Tpoayxr: [leTpun, TabneTky, NOKPbITHIC NJ1EHOUHOM 000n0uKO0H, 10 Mr

Batch No / B2303210 Batch Quantity / : 955.000 KG /955000 KT |
| Ceppsa No Ob6pem cepun o |

Analytical Report No / 2002FP23002355 Date of Analysis / 11-10-2023

AHanuTAyeckui oTuer Ne Jara anajusa

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

JlaTta nponssonctea ["open o

[1NO013283/01 ot 13.07.2023

Analysis performed according ND / Ananms npoeeser mo HI: TI N013283/01 dt 13.07.2023 /

5 | Dissolution / PacTBopenue

Unit-1/ Tabm.-1 91%
Unit-2 / Tabmn.-2 97%
Unit-3 / Ta6mn.-3 97%
Unit-4 / Tabn.-4 98%
Unit-5 / Tabn.-5 97%
Unit-6 / Tabn.-6 97%

Not less than 80% (Q) of the labeled amount
of  CyHysCIN,O5-2HCI (cetirizine
dihydrochloride) after 30 min. / He menee
80 % (Q) oT HOMWHANBLHOTO comepHaHus
C,H,5CIN,O5-2HCI (uernpusyna
auruapoxnopun) yepes 30 MuH,

6 [Related Impurities by HPLC/
PoscTBeHHbIE TPUMeECH

Impurity A / Tlpumech A

Impurity B / TTpumecs B

Impurity C / Tlpumecs C

Impurity D / TIpumecs D

Impurity E / Ilpumecs E

Impurity F / TIpumecs F

Any individual unidentified
impurity / Jlrobas enwangHasg
HeHAeHTHULMPOBaHHAS
npumMech

Less than Limit of Detection (LOD =
0.005%) / Hwxe npenena
o6rapyxeuns (I10 = 0,005%)

Less than LOQ (LOQ = 0.010%) /
Hibxe mipesienna KOJIMYECTBEHHOTO
onpeaenenns (11KO = 0,010%)

Not detected / He 06HapyXeHa
Not detected / He oOHapy>keHa
0.04% / 0,04%
Not detected / He o6napyxeHa
0.08% / 0,08%

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

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

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

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

Total impurities /
Cymma npumeceis

0.1%/0,1%

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

7 | Assay / KonnuecTBeHHOE
omnpene/ieHHe

9.92 mg /9,92 mr
99.2% /1 99,2%

Not less than 9.0 mg and not more than 11.0
mg C,H,5sCIN,O;-2HCI (cetirizine
dihydrochloride} in tablet (between 90% and
110% of label claim)./ Ot 9,0 Mr no 11,0 mr
C,,H,5CIN,0O5-2HCI (netnpmsnHa
muruapoxsiopua) B tabnerke (ot 90 % nmo
110 % oT HOMUHAJIEHOTO COJEpPXKaHN).

Remarks : The Product confirms to ND/
ITpumeuanue: [MTpoayxT cooTBeTCTRYET TpeboBarsam HJ

Conclusion : APPROVED /
3axkmnwuenue: OJJOBPEHO

WI-GLOB-QA-0669-1.0

Page 3 of 6




Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTUDUKAT AHAJIN3A

Product : Cetrine film-coated tablets 10 mg

Tponyxkr: Lerpny, Tabnerku, NOKPLITHIE NICHOUHON 0607104KO, 10 mr B .
Batch No / B2303210 Batch Quantity / ¢ 955.000 KG /955,000 KI”
| Cepns Ne N _O6nhemM cepun .
Analytical Report No / 2002FP23002355 Date of Analysis / 11-10-2023 ]
AnanurTinuecknii oryer Ne iy ananusa
Date of Manufacture / : 0972023 Date of Expiry / 08/2026
| Jlata 1pousBo/cTBa I"onen o

T1N013283/01 ot 13.07.2023

Analysis performed according ND / Ananms niposener o HJI: TT N013283/01 dt 13.07.2023 /

8 | Subdivision of tablets / Complies as prescribed / The tablets comply with the test, if not more
OanopoaHocTh Mace NpH CooTBeTcTBYET TpeOOBaHNAM than 1 individual mass is outside the limits
JeJIeHUH TabneToK 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. /
TabneTku COOTBETCTBYIOT —TpeOOBaHUAM,
ecnii  He Oonee 1 engvHWMHas Macca
oTKIoHseTes 3a npepenst 85 % - 115 % or
cpennei Macchl. Tabmerkn He
COOTBETCTBYIOT TpeGOBaHMAM, ecnu Golee
yeMm | nHAUBUAYaNbHAA Macca OTKIIOHSETCs
OT 9THUX TpeenoB  wimu, ecnd 1
WHIVBUAyallbHAs Macca OTKIIOHAETCS 3a
npenens! 75 % - 125 % oT cpepHeii Maccht.

9 |Microbiological purity* / Mukpo6uonoruueckas yucrora*

a) Total Aerobic Microbial Not Applicable Not more than 1000 CFU/g /
Count / O61uiee yucno He 6onee 1000 KOE/r
a3pOOHEIX MHKPOOPTaHU3MOB

b) Total Combined Yeast and Not Applicable Not more than 100 CFU/g /
moulds count / O61ee yucio He Gonee 100 KOE/r
QPOMKEBBIX U TIIECHEBBIX

rpuboB

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

OrcyTcTBUE B I T

Remarks : The Product confirms to ND/
TIpumeuanue: TTpoaykT cooTBETCTRYET Tpebosanuam HJ[

Conclusion : APPROVED /
3akaiouenne: OJIOGPEHO

WI-GLOB-QA-0669-1.0
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Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTH®HKAT AHAJTH3A

Product : Cetrine film-coated tablets 10 g
[posykr: Llerprn, TabneTky, NoKphithie mnedounoit obonoukoi, 10 mr

Batch No / B2303210 Batch Quantity / : 955.000 KG /955,000 KI”
| Cepusa No O0neM cepnn

Analytical Report No / 2002FP23002355 Date of Analysis / 11-10-2023

AHanuTHyecknid oTuer No Jata ananusa

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

JlaTa Ipou3BOJCTRA lopen no

Analysis performed according ND / Ananws nposenen no HII: TTN013283/01 dt 13.07.2023 /
T1N013283/01 ot 13.07.2023

10 tablets in PVC/PVDC//aluminum blister.

10 | Packaging / Ynakoska 10 tablets in PVC/PVDC//aluminum
blister. 2 blisters and patient | 2 or 3 blisters and patient information leaflet
information leaflet in a carton. / TTo | in a carton. / Tlo 10 Tabnerox B
10 TabneTok B | [IBX/IIBJIX//amomuunesom Gnucrepe. TTo
TIBX/TIBX//anioMuHnEBOM 2 wnn 3 6nucrepa BMECTE C MHCTpPYKLIMEN NO
omvcrepe. [To 2 Grucrepa BMecTe ¢ | MPUMEHEHUIO  YTIAKOBAHEI B TauKy
WHCTPYKUWEH 1o  TIPUMEHEHUIO | KapTOHHYIO.
yNaKkoBaHbI B MayKy KapTOHHYIO.

11 | Labeling / MapkupoBka According to ND / B coorsercrBumn ¢ HJJ

12 | Storage conditions / At temperature below 25 °C. / TIpu TemniepaType He Boime 25 °C.

XpaHeHue
13 | Shelf life / Cpok roanocTn 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 / IIpogodumcs npou3gooumenem npu 8uINyCKe NEPUOOUIecKil. O
kaoicoot 20-0ti cepuu unu ne menee I pasa 6 200. lokazamens mooicem Gvimp He grmiover 8 Cepmudpuxam

ananusa gupmot.

Remarks : The Product confirms to ND/
IMpumeyanne: TTpoaykT cooTBeTcTBYET Tpeboranuam HJI

Conclusion : APPROVED /
3axawuenue: OJJOBPEHO

WI-GLOB-QA-0669-1.0
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ELECTRONIC SIGNATURES Dr.Reddy’s Q;.

B2303210

Title

Document No. | QUA-FT02-2664

. Approved Date _Oct-
- Version - 1.0, CURRENT Pp 13-Oct-2023

Uncontrolled Copy
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