Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTHOHUKAT AHAJIH3A

Product : Cetrine film-coated tablets 10 mg
| [poayxrt: Lletpu, TabeTiu, MOKPHITEIE MIEHOYHOH 0605104K0M, 10 MI

Anamurvueckuii otdeT No

Batch No / B2401186 Batch Quantity / © 955,000 KG/
| Cepust Ne 0O6beM cepuu 955.000 KT"
Analytical Report No / : 2002FP24000964 Date of Analysis / i 15-04-2024

Jlara ananmsa

Date of Manufacture /
| Jlata MpOM3BOACTBA

03-2024 Date of Expiry / v 02-2027

logen o

Analysis performed according ND / Ananus nposeacs no HJI: I1 N013283/01-130723

Ne Test / IloxkazaTenn

Result / Pe3ysibTaThbi

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 JBOSKOBBIITYKIIbIC
TabIeTKU, TIOKPHITHIE IUIEHOYHOM
0605104KOI OEIOTO LBETa, C PUCKOH
Ha oxHow cropore. Ha monepeurom
paspese siapo 6enoro LBera.

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. / Kpyrible IBOSAKOBBIIYKIIBIC
TabneTky, TIOKPHITHIE IUICHOYHOM
obonoukoit  Georo WIH mouTH  Oenoro
LBETa, C PUCKOM Ha oAHOM crtopome. Ha
TIOTIEPEYHOM PA3pese sLAPO OT Genoro o
MOYTH 0EJIOro IBETA.

Remarks : The Product confirms to ND/
Ipumeuanne; [lpoayxr coorBeTcTBYET TpeGoBanMsIM H/L

Conclusion : APPROVED /
Jakmouenne: OJOBPEHO
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Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTHOPHUKAT AHAJIN3A

Product : Cetrine film-coated tablets 10 mg

[poayxr: LieTpun, TabaeTKM, NOKPBITHIC NJIEHOYHOM 000N04KOH, 10 mr

Hara npomssoacTea

['omen mo

Batch No / B2401186 Batch Quantity / : 955,000 KG /
| Cepust No - O6wem ceprn _955.000KT"

Analytical Report No / 1 2002FP24000964 Date of Analysis / 15-04-2024 R
| Ananmuriraeckui oTuet No Jara ananusa B B

Date of Manufacture / 03-2024 Date of Expiry / : 02-2027

Analysis performed accord_ing ND / Ananus mposeaen no HJ1: 11 N013283/01-130723

2 | Identification. Cetirizine / Ilogymnunocte. LeTupusin

1. HPLC/B3XX

Complies as prescribed /

CootsercTyeT 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"). / Bpems yaepxuBanms
OCHOBHOTO IIHMKa HA  XPOMATOrPAMME
HCIILITYEMOTO pacTBopa JOJDKHO
COOTBETCTBOBATh BPEMCHH  yACD)KUBAHMS
OCHOBHOTO TMKA HAa  XPOMAaTOrpPaMMe
pactBOpa CTaHAapTHOTO obpasua
LICTUPH3UHA THAPOXIIOpUAA (pazmen
«KonuuectseHHOE OmIpeaeneHue ).

2. UV spectrophotometry /
Y ®-criekrpodoTomeTpus

Complies as prescribed /

Cootserctyer TpcOOBaHHIM

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. / Y®-cnextps
MOTJIOWICHHST HCIIBITYEMOTO  PAacTBOpa M
pacTeopa CTaHJAPTHOTO obpasua
LIETHPH3HHA THAPOXIOpMAAa B 00JaCTH OT
200 mo 400 uM AOMKHBI UMETh MAKCUMY MBI
MOTJIOWEHUsSL IPU OJHOM U TOM KC UTHHE
BOJIHBI ¢ JOIYCTUMBIM OTKIOHCHHMEM * 2
HM.

3 | Water / Boaa

3.0% w/w /3,0 %

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

4 | Uniformity of dosage units /
OpHopogHOCTD
JA03UPOBAHISI

3.8/3,8

Acceptance value (AV) should be not more
than 15.0 / [loxasatens MOPUCMIIEMOCTH
(AV) momxken 6bITh He Oonee 15,0.

Remarks : The Product confirms to ND/

Ipumeuanne: [lpoaykr coorsercTBYET TpebOoBaHMsIM HJL

Conclusion : APPROVED /
3axmouenue: OJOBPEHO
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Page

2

of 6

Printed Date & Time (IST):

15-04-2024 21:43:09




Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTUPUKAT AHAJIN3A

[ Product : Cetrine film-coated tablets 10 mg

 [poayxr: LleTpuH, TabICTKH, MOKPBITHIC TUIECHOYHON 0000 KON, 10 mr

© 955000 KG /

Batch No / B2401186 Batch Quantity /
Cepus No | Obpem cepun 955000 KI" -
Analytical Report No / 1 2002FP24000964 Date of Analysis / 15-04-2024
AmnanurIrieckui oTyet No Hara ananuza -
Date of Manufacture / 03-2024 Date of Expiry / 02-2027
Jlara mpousBoACTBA ['ogen mo

Analysis performed according ND / Ananus nposeaen no HJI; 11 NO13283/01-130723

(cetirizine

(ueTHpH3yHa

5 | Dissolution / PacTtBopenne Unit-1/ Tabmn.-1 99% Not less than 80% (Q) of the labeled amount
o Py of C21H25C1N203'2HC]
Unite2 /labrf 101% | fipvdrochloride) after 30 min, / He meres
Unit-3 / Ta6n.-3 101% 80 % (Q) OT HOMMHANBHOTO COJEPIKAHMA
Unit-4 / Ta6m.-4 590, | CurHasCIN0s 2HC
. ’ quruapoxiopun) uepes 30 Mun.
Unit-5 / Ta6a.-5 99%
Unit-6 / Tabm.-6 98%

6 |Related Impurities by HPLC/
PoacraeHHLIE NPUMECH

Impurity A / [lpumecs A

Impurity B / pumecs B

Impurity C/ [1pumecs C

Impurity D / [1pummecs D

Impurity E / [lpmvecs E

Impurity F / Npuvecs F

Any individual unidentified
impurity / Jlroban enuHmaHasn
HEUICHTU()ULIMPOBAHHAS
[PUMECH

Not detected / ne o6HapyxeHa

Less than LOQ (LLOQ = 0.010%) /
Hwxe npeaena KonM4eCTBEHHOTO
ompeaeneuus (ITKO = 0,010%)

Not detected / He 0OHapykeHa

Less than LOQ (LOQ = 0.003%) /
Hivke nipeaena KOMUMECTBEHHOTO
ompeaenenus (IIKO = 0,003%)

Less than LOQ (LOQ = 0.023%) /
Hwxe npenena Koau4eCTBEHHOTO
ompeaenenus (IIKO = 0,023%)

Not detected / ve oOuapy:xeHa
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 6oxee 0,2 %

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

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

Total impurities /
CyMma mpumeceit

0.1%7/0,1%

Not more than 2.0 % / He Gonee 2,0 %

7 | Assay / KosmtuectBenHoe
onpeaesieHue

10.09 mg /10,09 mr
100.9% / 100,9%

Not less than 9.0 mg and not more than 11.0
mg C,H,5CIN,O52HCI (cetirizine
dihydrochloride) in tablet (between 90% and
110% of label claim)./ Ot 9,0 mr go 11,0 mr
C, Hy5sCIN,O5-2HCI (ueTUpu3MHA
auruapoxiopun) B tabnerke (ot 90 % mo
110 % OT HOMHMHATBHOTO COACPIKAHMS).

Remarks : The Product confirms to ND/

Ipumeyanue: Ilpoaykt cooTBeTcTBYET TpebOoBaHMAM HJL

Conclusion : APPROVED /
Jaxkmouenne: OJOBPEHO

WI-GLOB-QA-0669-2.0

Printed By: Prashanth Voladri
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15-04-2024 21:43:09




Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTHPUKAT AHAJTM3A

| Product : Cetrine film-coated tablets 10 mg

Npoayxr: LleTpuH, TabaeTku, IIOKPBITHIC IIIECHOYHOM 0601104KOH, 10 Mr

Batch No / B2401186 Batch Quantity / © 955,000 KG/

Cepus Ne - O0BeM ceprH 955.000 KI' |
Analytical Report No / : 2002FP24000964 Date of Analysis / 15-04-2024

Ampanuriieckuit otdeT No Jlarta aHanusza -

Date of Manufacture / 03-2024 Date of Expiry / 02-2027

Jlara mpoussoaCTBA

T'oueH no

Analysis performed according ND / Ananms mposeaen o HJ1; 11 N013283/01-130723

8 | Subdivision of tablets /
OHOPOAHOCTH MACC IPU
JaeJIeHHH TabJ1eToK

Complies as prescribed /
CooTteercTBYET TPEOOBAHMSIM

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. /
TabneTkn COOTBETCTBYIOT ‘1pefoBaHusm,
ecmu He Oomee |  eaudmuHas Macca
OTKJIOHSIETCA 3a Tipeaensl 85 % - 115 % ot
cpeaHen MAacCHL Tabnerxu HE
COOTBETCTBYKOT TpeOoBaHWsiM, ccau 6osee
yeMm | MHOMBUIyaTbHAs Macca OTKJIOHSCTCH
OT 3THX TIPCACIOB  WiIM, eCciad |
WHAMBUAYTbHAsT Macca OTKIIOHAETCS 3a
npeaenst 75 % - 125 % ot cpeaneii MacchL

9 |Microbiological purity* / Mukpo0noJiorudeckas Yucrora*

a) Total Aerobic Microbial
Count / Obwee uucao
a3pPOOHBEIX MUKPOOPTaHU3MOB

Not Applicable

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

b) Total Combined Yeast and
moulds count / OBumiee uucio
JPOXOKEBEIX M IUIECHCBBIX
rpuboB

Not Applicable

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

c) Escherichia Coli Not Applicable

Shell be absentin 1 g/
OrcyrcTBue B 1 1

Remarks : The Product confirms to ND/

[Ipumeuanne: [Iponyxt coorBeTcTBYET TPeboBanmam HJ|

Conclusion : APPROVED /
3akmouenne: O4OBPEHO
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CERTIFICATE OF ANALYSIS

CEPTHOPHKAT AHAJIN3A

Product : Cetrine film-coated tablets 10 mg

[poaykT: LleTpuH, TabaeTKY, MOKPHITHIC ILIEHOYHON 0001104KOH, 10 Mr

Batch No / B2401186 Batch Quantity / : 955,000 KG / il
Cepust Ne S - | O6beM cepunt 955.000 K" |
Analytical Report No / : 2002FP24000964 Date of Analysis / 15-04-2024

| AHanurrdaeckui oTIeT No B | Jata ananusa
Date of Manufacture / 03-2024 Date of Expiry / 02-2027
Hara uponssojcrsa - [open mo

Analysis petformed according ND / Ananus npoeezen mo HJ1: [1 N013283/01-130723

10 tablets in PVC/PVDC//aluminum blister.

Uncontrolled Copy

10 | Packaging / Ynakoska 10 tablets in PVC/PVDC//aluminum
blister. 3 blisters and patient | 2 or 3 blisters and patient information leaflet
information leaflet in a carton. / [lo | in a carton. / llo 10 Tabmerox B
10 TabJICTOK B | IIBX/I1BJIX//amomurmesom 6nuctepe. [lo
I[IBX/IBJIX//anroMuHUCBOM 2 ynu 3 6amcTepa BMECTE C MHCTPYKLUKUEEH 10
Oomuctepe. Ilo 3 Onwcrepa BMeCTE C | IPUMEHEHHIO  YIAKOBAHBI B IAYKY
HHCTPYKLMEH  I0  NPHUMCHCHHIO | KAPTOHHYIO.
YIAKOBAHBI B TTAYKY KAPTOHHYIO.

11 | Labeling / Mapkuposka According to ND / B coorsetetuu ¢ H/,

12 | Storage conditions / At temperature below 25 °C. / l1pu Temneparype He Boire 25 °C.

Xpauenne
13 | Shelf life / Cpox rogHocTn 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 / IIpoeodumcs npou3gooUmeneMm npu 6uirnycke NEPUOOULEcKIL. Ous
Kaxcooti 20-oti cepuu wnu He meree 1 paza é 200. IHoxkazamens mosicem 6vims He exnover 6 Cepmughuxam

ananuza Qupmol.

Remarks : The Product confirms to ND/
Ilpumeyaune: [lpoaykr coorsercTBYeT TpeboBanmsm H/L

Conclusion : APPROVED /
Jaxmouenne: OAOBPEHO
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Uncontrolled Copy

ELECTRONIC SIGNATURES
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