Uncontrolled Copy

[ Product : Cetrine film-coated tablets 10 mg

CERTIFICATE OF ANALYSIS

CEPTUDUKAT AHAJIN3A

| TTpopykT: IleTprn, TAOMETKH, TOKPLITLIE TNIEHOYHOW 0601109KOoMH, 10 MP

Batch No / B2401904 Batch Quantity / : 955KG/ |
Cepust Ne Obbem cepun 955 KI'

Analytical Report No / 2002FP24001503 Date of Analysis / 27-06-2024

Anaiutriieckuii otier No S Jara ananusa

Date of Manufacture / : 06/2024 Date of Expiry / 05/2027
Jlata rnpon3BoJcTBa Coznen no

Analysis performed according ND / Anamms npoeegen mo HJI: TI'N0O13283/01-130723

Ne Test / Ilokazarean

Result / PesyabTatsl

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 NBOSKOBBINYKIIbIE
TabeTKH, MMOKPBITHIE TNEHOYHON
06on0oukoii Genoro 1BeTa, ¢ pUCKoit
Ha ofiHOoH cTopoHe. Ha nomnepedHoM
paspeze slipo Geyroro 1pera.

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. / Kpyriele IBOSKOBBIYKIIbIE
TableTKy, TTOKPBITHIC TUTEHOYHOM

obonoukoii ©Oenoro WKW 1I04THM  Oenoro
I[BET4, C PHCKOM Ha oaHoM cropone. Ha
ToTepeyHoOM pa3pese AIpo or Oenoro 10
MOYTH OENoro LBETA.

Remarks : The Product confirms to ND/

IIpnmeyanue: IIponykr cootBercTBYeT TpeboBanusm HIL

Conclusion : APPROVED /
3aximouenne: OJJOBPEHO
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Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTUDOUKAT AHAJIU3A

Product : Cetrine film-coated tablets 10 mg

 Tlpomyxr: IleTpun, TabneTu, MOKPLITLIE TIIEHOYHOH obonovkoit, 10 Mr

Batch No / : B2401904 Batch Quantity / ¢ 955 KG/

Cepus Ne O6beM cepun 955 KTI"
Tﬁalytical Report No / : 2002FP24001503 Date of Analysis / . 27-06-2024

AHanuTndeckuii oruer Ne JlaTa ananuza

Date of Manufacture / : 06/2024 Date of Expiry / . 05/2027

JlaTa MpoM3BOJICTBA logen o

Analysis performed according ND / Awnanus niposenen mo HJ[: TI N013283/01-130723

2 | Identification. Cetirizine / IlogiuaHOCTb. eTHpPH3UH

1. HPLC/B2XX

Complies as prescribed /
CootgetcTByeT TpeboBaHMAM

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 ynepkusanus
OCHOBHOTO MHKa Ha  XpOMaTOrpaMme
HCTIBITYEMOTO pacTBopa JOIKHO
COOTBETCTBOBAaTb BPCMEHW  YyepXKHBaHUA
OCHOBHOTO  MWKa Ha  Xpomarorpamme
pacTBopa CTaHAAPTHOrO obpazua
LETHPH3HHA TUOpOXIIOpUIa (pazmen
«KoymuecTBEHHOE OTIPEICIEHUEY ).

2. UV spectrophotometry /
Yd-cnekrpodoToMeTpust

3 | Water /Boana

Complies as prescribed /
CooteetcTByeT TpebOBAHHAM

3.0% w/w /3,0%

The UV-specttum 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 mnm. / V®-cmekTpsl
TIOTTIOIIEHNA HMCTBITYEMOTO  pacTBopa W
pactBopa CTaHZapTHOrO obpaszua
LeTHPU3UHA THAPOXJIOpHAA B 0ONacTH OT
200 no 400 HM AOKHBI UMETH MaKCUMYMbl
TIOTJIONIEHAS NIPU OAHOH W TOH ke ATWHE
BOJIHBL C JOMYCTUMBIM OTKJIOHEHHeM £ 2
HM.

Not more than 8.0 % / He Gonee 8,0 %

4 | Uniformity of dosage units /
Oanopognoctb
NO3UPOBAHHS

23723

Acceptance value (AV) should be not more
than 15.0 / TlokazaTtenh TIPHEMIIEMOCTH
(AV) nomxken GuiTh He Gonee 15,0.

Remarks : The Product confirms to ND/

Ipumeuanmne: [poaykr cooTreTcrByeT Tpedosannsm HJ{

Conclusion : APPROVED /
3axawuenue: OJTOBPEHO

WI-GLOB-QA-0669-2.0

Printed By: Prashanth Voladri
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Printed Date & Time (IST): 28-06-2024 09:19:03




Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTHO®HKAT AHAJIN3A

[ Product : Cetrine film-coated tablets 10 mg
Mpoaykr: LeTpun, Tabnerkn, NOKpLITLIE NIEHOYHON 060m0YKO#, 10 Mr

Batch No / B2401904 Batch Quantity / : 955KG/
| Cepust Ne O6bem cepun 955 KI' e

Analytical Report No / 2002FP24001503 Date of Analysis / 27-06-2024

ARANUTHYECKUN oTueT Ne | Jara anannza

DNate of Manufacture / : 06/2024 Date of Expiry / 05/2027

Jara npoM3BOACTBA T'ogen no

Analysis performed according ND / Ananus nposenen mo HJI: 1T N013283/01-130723

5 | Dissolution / PacrBopenue Unit-1/ Ta6mn.-1 97% Not less than 80% (Q) of the labeled amount

— - P of C2|H25C1N203'2HC] (CCti]‘iZine
DS acce 98% | dihydrochloride) after 30 min. / He weree
Unit-3 / Ta6bn.-3 98% 80 % (Q) OT HOMHHAILHOTO coJlEpKAHHS
Unit-4 / Ta6n.-4 o7y | CutCINOs 2HC (EctupaayEs
auruapoxiopun) depes 30 Mum,

Unit-5 / Tabn.-5 98%
Unit-6 / Tabn.-6 97%

6 |Related Impurities by HPLC/
PogcTBeHHBIC NpPHMeCH

Impurity A / Ilpumecs A

Less than Limit of Detection (LOD =

Impurity B / [Ipumecs B

0.005%) / Huxe npenena
obuapyxenus (I10 = 0,005%)

Impurity C / TTpumecs C

Less than LOQ (LOQ = 0.010%) /

Impurity D / [Ipumecs D

Hike npeaeia KOJIM4YeCTBEHHOTO

Impurity E / TIpevecs E

onpepenenws (ITKO = 0,010%)

Not detected / He o6Hapyxena

Impurity F / TIpumecs F

Not detected / He 06Hapy:keHa

Any individual unidentified
impurity / Jlrobas eguHU4HAS
HEWACHTHDUIIUpOBAHHAS
IpUMech

0.06% / 0,06%
Not detected / He oOHapyskeHa
0.07% / 0,07%

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

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

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

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

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

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

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

Total impurities /
CymmMa npumMeceit

0.2%7/0,2%

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

7 | Assay / KoninuecTBeHHOE
onpeRe/ienue

10.03 mg / 10,03 mMr
100.3% / 100,3%

Not less than 9.0 mg and not more than 11.0
mg C, H,5sCIN,O5-2HCI (cetirizine
dihydrochloride) in tablet (between 90% and
110% of label claim)./ Ot 9,0 mr go 11,0 mr
C,,H,5CIN,05-2HCI (ueTupH3HA
nuruapoxnopun) B tabnerke (ot 90 % no
110 % OT HOMHHAIILHOTO COIEPIKAHUA).

Remarks : The Product confirms to ND/
IIpumeuanue: [poaykT coorsercTBYeT TpeboBanusam HJI

Conclusion : APPROVED /
3akmoyenne: OJJOBPEHO

WI-GLOB-QA-0669-2.0
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Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTHDOHUKAT AHAJTHUIA

Product : Cetrine film-coated tablets 10 mg
VpoayxT: LeTpnn, TabneTkn, TOKpLITHIE TMIIEHOUHOI 0Gon0uKoi, 10 mr

Batch No / ¢ B2401904 Batch Quantity / : 955 KG/
| Cepua No O6bem cepun 955 KT
Analytical Report No / : 2002FP24001503 Date of Analysis / o 27-06-2024
| AHaiMTHYeCKHiA oTyer No Jara anajnsza
Date of Manufacture / 1 06/2024 Date of Expiry / ¢ 0572027
| Jlata npoM3BOACTBA Touen o

Analysis performed according ND / Ananuz npoeenen o HJI: TIN013283/01-130723

8 | Subdivision of tablets / Complies as prescribed /
OIHOPOAHOCTb Mace NPU CooTBeTCTBYET TPEOOBAHUAM
AeJIEHHH Tab.1eToK

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. /
TabneTku COOTBETCTBYIOT — TpeGoBaHUAM,
ecni  He Oomee 1 enWHW4Has —Macca
oTkJoHsieTcs 3a npengens 85 % - 115 % or
cpenHei MAacchl. Ta6netkn He
COOTBETCTBYIOT TpecOOBaHUAM, ecnu Oolee
yeM | MHAMBUAYAIbLHAS MAacca OTKIOHAETCH
OT 3TWX  TIpEmeNioB  WiwW, ecnu |

OrcytcrByerB | T

WHIMBUIYyalbHA Macca OTKIOHAETCS 34
npepenst 75 % - 125 % oT cpenHeit macchl.
9 |Microbiological purity* / Mukpo6uosoruyeckas uncrora*

a) Total Aerobic Microbial Less than 10 CFU/g/ Not more than 1000 CFU/g /

Count / Obmee yuciio Meunee 10 KOE/r He 6onee 1000 KOE/r

a’pOOHBIX MUKPOOPTaHH3MOB

b) Total Combined Yeast and Less than 10 CFU/g / Not more than 100 CFU/g /

moulds count / O61ee yncio Menee 10 KOE/r He 6oiee 100 KOE/r

JIPOAOKEBBIX 1 TIIECHEBBIX

rprbor

¢) Escherichia Coli Absentin 1 g/ Shell be absentin 1 g/

OtcytctBue B 1 1

Remarks : The Product confirms to ND/

Tpumeuanue: [Ipoaykr coorBeTcTBYET TpeGoBanusM HJL

Conclusion : APPROVED /
3axmouenne: OJJOEPEHO

WI-GLOB-QA-0669-2.0
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CERTIFICATE OF ANALYSIS

CEPTUDOUKAT AHAJIN3A

[ Product : Cetrine film-coated tablets 10 mg
TTpoayxr: leTpun, TabieTKy, MOKPBITbIE THIEHOYHOR obonoukon, 10 mr

| TaTa mpou3BOACTBA

Tonen oo

Batch No / B2401904 Batch Quantity / » 955 KG/ =
Cepust Ne O6beM cepun 955 KI'

Analytical Report No / 2002FP24001503 Date of Analysis / 27-06-2024

Ananmtrueckui oryeT Ne Jata aHanumza

Date of Manufacture / : 06/2024 Date of Expiry / 05/2027

Analysis performed according ND / Ananus npoeegen o HJ: TTN013283/01-130723

10

Packaging / YnakoBka

10 tablets in PVC/PVDC//aluminum
blister. 3 blisters and patient
information leaflet in a carton. / ITo
10 TabreTox B
TBX/TIBAX//amoMiHHEBOM
omucrepe. ITo 3 GnucTepa BMecTe ¢
HHCTPYKLMEH  TI0  MPUMCHCHHIO
YIIAKOBaHb! B 124Ky KapTOHHYIO.

10 tablets in PVC/PVDC//aluminum blister.
2 or 3 blisters and patient information leaflet
in a carton. / Ilo 10 Tabnetok =B
[IBX/TIBAX//anromunneBoM 6Grmcrepe. 1o
2 unu 3 6nrcTepa BMECTE C MHCTPYKLUUEN MO
NPUMEHCHUIO  YNakoBaHBI B [1auky
KapTOHHYIO.

11

Labeling / Mapkupogka

According to ND / B cooreetcTeuu ¢ H/J

12

Storage conditions /
Xpanenue

At temperature below 25 °C. / [Ipu temneparype He poime 25 °C.

13

Shelf life / Cpox rognoctn

3 years /3 rona

Uncontrolled Copy

*Test is performed periodically with the interval of 1 from 20 batches, or at least once a year. The fest can
be absent in the Certificate of Analysis / [Iposodumcs npouzgsooumenem npu elnycke NePUOOULECKU. ONisl
kaxcoou 20-0i cepuu wiu ne menee 1 paza 6 200. Hoxasamens moscem 6vuns ne axioven 6 Cepmuduxam

ananza grupmol.

Remarks : The Product confirms to ND/
IIpumevanue: Ipoaykr coorsercTBYeT TpeboBanusM HJI

Conclusion : APPROVED /
3axmouenne: OJIOBPEHO

WI-GLOB-QA-0669-2.0
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