Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTHOHKAT AHATTH3A

[ Product : Cetrine film-coated tablets 10 mg

||

Mposuykr: LieTpiH, TaGneTku. NOKpPhIThie MiieHouHoi# 060n04Kkoi, 10 mr

Batch No / B2303983 Batch Quantity / : 955.000 KG/
}_Cepnﬂ No Obbem cepun 955,000 KI” |
Analytical Report No / 2002FP23002854 Date of Analysis / p13-12-2023
AHanyTHUYecKuH oTyeT Ne JlaTa aHanu3a
Date of Manufacture / » 1172023 Date of Expiry / 1 10/2026
JlaTta mpou3BOACTBA l'ogen oo

[1N013283/01 or 13.07.2023

Analysis performed according ND / Anams nposenen no HJI: ITN013283/01 dt 13.07.2023 /

Ne Test / ITokazaTenn

Result / Pe3yabsTaThl

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 [BOSIKOBBUTYKIIBIE
TabETKH, MTOKPLITLIE NJIEHOUHOM

o6 oo4koit 6enoro upera, ¢ pUCKOM
Ha oxHof cTopone. Ha monepeunom
paspese stapo Genoro 1BeTa.

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. / Kpyrnele IBOSIKOBHITYKIIBIE
TabGNeTKH, NOKPLITHIE TUTEHOYHOH
obonoukoil bOenoro HAM TIOYTH 6eJIoro
[BeTa, ¢ pPUCKOM Ha OOHOH cTopoHe. Ha
TIOMEPEUHOM pazpese aapo oT 6enoro a0
no4TH 6enoro ugera.

Remarks : The Product confirms to ND/
MNpumeuanne: [Ipogykrt cooTseTcTBYeT TpeboBanmaM H/JL

Conclusion : APPROVED /
3aksouenne: OJJOBPEHO
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Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHAJTIA3A

Product : Cetrine film-coated tablets 10 mg
MponykT: Herpux, TabaeTKu, NOKPhIThie NAEHOUHOH obonodkoi, 10 mr

Batch No / B2303983 Batch Quantity / : 955.000 KG/
Cepus No Ob6bem cepuu 955,000 KT
Analytical Report No / 2002FP23002854 Date of Analysis / : 13-12-2023
Ananutudeckuii otyet Ne JlaTa ananusa
Date of Manufacture / : 1172023 Date of Expiry / . 1072026

| JaTta mpou3BoAcTBa ["oueH uo

11N013283/01 or 13.07.2023

Analysis performed according ND / Awanmnz mporenen mo HI: TTN013283/01 dt 13.07.2023 /

2 | Identification. Cetirizine / [TopmnanocTs. IleTnpusnn

1. HPLC/B3XX

Complies as prescribed /
CoorteercrByeT TpeGOBaHUAM

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 ynepxuBaHus
OCHOBHOFO TWKa HAa  XpomaTorpaMMe
HCIIBITYEMOTO pacTBOpa JOJDKHO
COOTBETCTBOBATH BPEMEHH  yJEepPKHUBAHUA
OCHOBHOrO TIHKa HAa  XpomaTorpaMmme
pactBopa CTaHOAPTHOTO obpasma
LETUpU3NHA rupoxsopuaa (paznen
«KonnuectBeHHOE ONIpeneneHue).

2. UV spectrophotometry /
Yd-cniekrpohoroMeTpust

Complies as prescribed /
CooTBeTcTBYET TpecOOBAaHHAM

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®-cmekTpsl
NOIJIOWEHMS.  UCILITYEMOTO  pacTBopa U
pacreopa CTaHIapPTHOTO obpasua
LHETHPU3MHA THAPOXJIOpHIa B 00nacTH oT
200 mo 400 vM HOMKHBI UMETH MaKCHMYMEBI
TIOTJIOWEHWsT NPU OIHOW M TOW JKe JTUHe
BOJIHBL C JONYCTHMBIM OTKJIOHEHHMEM =+ 2
HM.

3 | Water / Boaa

4.0% wiw / 4,0%

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

4 | Uniformity of dosage units /
Oauopoanocrtn
HO3HPOBAIIHA

2.8/2,8

Acceptance value (AV) should be not more
than 15.0 / [Iloka3zaTtenp TIPHEMIEMOCTH
(AV) momxken 65ITE He Gomnee 15,0.

Remarks : The Product confirms to ND/
Ipumeuanue: [IpogyxT cooTBeTCTBYET TpeboBaHmiM HJL

Conclusion : APPROVED /
3akmouenue: OJOBPEHO

WI-GLOB-QA-0669-1.0

Printed By: Prashanth Voladri

Page 2 of 6

Printed Date & Time (IST):  13-12-2023 20:56:03




Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTHO®HKAT AHAJIH3A

Product : Cetrine film-coated tablets 10 mg

Mpoaykr: LleTpuu, TabNeTKH, MOKPLIThIE MICHOUHON 060/10UKO#H, 10 Mr

Batch No / B2303983 Batch Quantity / : 955.000 KG/
Cepus Ne 0O6bem cepum 955,000 KT
Analytical Report No / 2002FP23002854 Date of Analysis / 13-12-2023
Auanurndeckuii orger Ne JlaTa ananu3a
Date of Manufacture / : 11/2023 Date of Expiry / 10/2026

aTa MpPOM3BOACTBA [onen 10

I1N013283/01 or 13.07.2023

Analysis performed according ND / Ananus npoeenex no HI: [T N013283/01 dt 13.07.2023 /

5 | Dissolution / PacTBopenue Unit-1/ Ta6n.-1 98% Not less than 80% (Q) of the labeled amount
= B = of C21H25C1N203 -2HC1 (CCtil‘iZine
Unizee/ Taone=z 101% dihydrochloride) after 30 min. / He menee
Unit-3 / Tabn.-3 101% 80 % (Q) oT HOMHHANBLHOrO coAepXKaHUA
- C,H,5sCIN,O5-2HCI (ueTupuU3HHA
UiE / a4, e auruapoxiopua) yepes 30 MuH.
Unit-5 / Ta6m1.-5 100%
Unit-6 / Tabn.-6 98%

onpeje/ieHne

100.8% / 100,8%

6 |Related Impurities by HPLC/
PoxcrBennble npumecu
Impurity A / [Ipumecs A Not detected / He o6HapyKena Not more than 0.2 % / He 6o1ee 0,2 %
Impurity B / [1pumecs B 0.02% /0,02% Not more than 0.2 % / He 6omee 0,2 %
impurity C / TTpumecs C Not detected / He 06HapysKeHa Not more than 0.2 % / He 6onee 0,2 %
Impurity D / [Ipumecs D Not detected / ne o6Hapykena Not more than 0.2 % / He 6onee 0,2 %
Impurity E / [Tpumecs E 0.04% / 0,04% Not more than 0.2 % / He 6omnee 0,2 %
Impurity F / TIpumecs F Not detected / ne o6HapyxeHa Not more than 0.2 % / He 6onee 0,2 %
Any individual unidentified | 0-07% /0,07% Not more than 0.2 % / He 6onee 0,2 %
impurity / Jliobas eanHuuHas
HenaeHTH(HIIUPOBAHHAS
npumech
Total impurities / 0.3%/0,3% Not more than 2.0 % / He Gosiee 2,0 %
Cymma npumecei

7 | Assay / KoauvecTBenHoe 10.08 mg/ 10,08 mr Not less than 9.0 mg and not more than 11.0

mg CZ|H25C1N203‘2HC1 (cetirizine
dihydrochloride) in tablet (between 90% and
110% of label claim)./ Ot 9,0 Mr mo 11,0 mr
C,1H,5CIN,04-2HCI (ueTupu3HA
aurnapoxnopua) B tabnerke (ot 90 % no
110 % oT HOMHHAIIBEHOTO CONCPIKaHU).

Remarks : The Product confirms to ND/
[pumeuanne: [1pogykT cooTBeTcTBYET TpeboBaHMIM HJL

Conclusion : APPROVED /
3akouenue: OJJOBPEHO

WI-GLOB-QA-0669-1.0

Printed By: Prashanth Voladri

Page 3 of 6

Printed Date & Time (IST):

13-12-2023 20:56:03




Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTUO®UKAT AHAJIM3A

Product : Cetrine film-coated tablets 10 mg
Tpoaykr: IeTpuH, TabACTKH, MOKPLITHIE MIEHOYHOU 060a0uKOM, 10 M

Batch No / : B2303983 Batch Quantity / ¢ 955.000 KG/
Cepust Ne O6beM cepum 955,000 KT"
Analytical Report No / : 2002FP23002854 Date of Analysis / : 13-12-2023
AHaTUTHISCKHUI oTyeT No Jlata anamu3a
Date of Manufacture / ¢ 1172023 Date of Expiry / :10/2026

aTa NpOU3BOACTBA [onen 1o

[1N013283/01 ot 13.07.2023

Analysis performed according ND / Anamus npoeeaen no HI: ITNO13283/01 dt 13.07.2023 /

8 | Subdivision of tablets / Complies as prescribed /
OaHOpOAHOCTH MacC NpH CoorBeTCTRYET TPEOOBAHUAM
JeJIeHHH Ta0JIeToK

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 | individual mass is outside these limits
or, if 1 individual mass is outside the limits
of 75 % to 125 % of the average mass. /
TabneTkn COOTBETCTBYIOT — TpeGoBaHUAM,
eciu He Oonee 1 eauHuunas  macca
OTKNOHseTcs 3a npenensl 85 % - 115 % or
cpeaHei MacCEHI. TaGnerkn He
COOTBETCTBYIOT TpeCOBAHIM, eciu Ooliee
yeM | MHOMBUAYaJbHAS Macca OTKIOHIETCS

OT 9TUX NpeAenos unu, ecad 1
MHIUBUAYaTbHasd Macca OTKIOHAETCS 3a
npenensl 75 % - 125 % ot cpeaHeii Macchl.
9 |[Microbioloegical purity* / Mukpo6uoaoruyeckasi YHcToTa*

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

Count / O61uee yucino He Gonee 1000 KOE/r

a3poOHBIX MUKPOOPraHH3MOB

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

moulds count / Ob6inee unco He 6onee 100 KOE/r

IPOMOKEBBIX M TUIECHEBBIX

rpudog

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

OrcyrcrBue B 1 1

Remarks : The Product confirms to ND/

IIpumevanne: [Iponykr coorsercryet Tpebopanusm HJL

Conclusion : APPROVED /
3akmoyenne: OJOEPEHO

WI-GLOB-QA-0669-1.0
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Printed By: Prashanth Voladri Printed Date & Time (IST): 13-12-2023 20:56:03




Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHAJIM3A

Product : Cetrine film-coated tablets 10 mg
IMponykr: IleTpuH, TaBneTK, NOKpbIThIE NJICHOYHOK obonoukoH, 10 mr

Batch No / B2303983 Batch Quantity / : 955.000 KG/
| Cepusi Ne O6bem cepun 955,000 KI"
Analytical Report No / 2002FP23002854 Date of Analysis / 13-12-2023
Ananutuueckuii otdet No JlaTa aHanmza
Date of Manufacture / : 11/2023 Date of Expiry / 10/2026
| llaTa mpon3BosacTBa T'omed 0o

Analysis performed according ND / Ananus npopenen no HJT: ITN013283/01 dt 13.07.2023 /
11N013283/01 ot 13.07.2023

10

Packaging / Ynakopka

10 tablets in PVC/PVDC//aluminum
blister. 2 blisters and patient
information leaflet in a carton. / Ilo
10 TabneTox B
[BX/TIBJIX//anioMUHHIEBOM
6mucrepe. [lo 2 Guucrepa BMecTe ¢
MHCTPYKUMEd 10  MPUMEHEHHIO
YNaKOBaHbI B NaYKy KapTOHHY!O.

10 tablets in PVC/PVDC//aluminum blister.
2 or 3 blisters and patient information leaflet
in a carton. / Ilo 10 Tabnetox B
TTBX/TIBJIX//antomunuesom Guucrepe. Tlo
2 win 3 GucTepa BMECTE C MHCTPYKUMEH 10
NPUMECHEHMIO  YNaKOBaHBI B ITa4Ky
KapTOHHY!O.

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

12 | Storage conditions / At temperature below 25 °C. / Ilpu Temneparype He Bpimte 25 °C.
XpaHenue

13 | Shelf life / Cpok roanocru 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 / IIposodumcs npouzgooumenem npu GelnycKe NepuoouyecKs. ons
raoicoou 20-oti cepuu unu ne menee 1 pasa 6 200. Ioxkazamens modxcem 6vims He axmoven 8 Cepmugpuxam

ananuza Pupmo.

Remarks : The Product confirms to ND/
[ pumeyanne; [Iponykr coorBercrByer TpeboBanmsm H/L

Conclusion : APPROVED /
3akaiouenne: OJIOBPEHO

WI-GLOB-QA-0669-1.0

Printed By: Prashanth Voladri

Page 5 of 6

Printed Date & Time (IST):

13-12-2023 20:56:03




Uncontrolled Copy

ELECTRONIC SIGNATURES
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