Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTUOHUKAT AHAJIN3A

Product : Cetrine film-coated tablets 10 mg

Tpoaykr: LeTpuH, TabieTKH, TOKPBITHIE MITEHOUHOW 000m0uKkoH, 10 Mr

Batch No / B2403647 Batch Quantity / : 955KG/

Cepnst Ne O0beM cepuu 955 KT B
Analytical Report No / : 2002FP24002700 Date of Analysis / 31-10-2024

AHanuTnyeckuit otyeT Ne JlaTa ananuza

Date of Manufacture / 10/2024 Date of Expiry / 09/2027

Jarta npousBoacTsa Tonen no

Analysis performed according ND / Ananuz nposener mo HJI: TTN013283/01-130723

Ne Test / Ilokazarens Result / PesyabTaTs! Specification / Hopma

1 | Description / Onncanue

White colored, round, biconvex film-
coated tablets with a break line on
one side. White core on cross section.
/ Kpyrible JBOSAKOBBITYKJIbIE
TaONeTKH, NOKPLITIE INEHOYHOH
obonoukoii 6enoro UBeTa, ¢ pUCKOR
Ha oiHOM cTopoHe. Ha monepeynom
paspese aapo Genoro uBeTa.

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. / Kpyrnsle JBOSKOBBITYKITbIE
TabeTky, MOKPBITBIE MJIEHOYHO#M

obonoukolt Gemoro wunaM nouth ©Oenoro
nBera, ¢ puckod Ha omHoit ctopone. Ha
MOTIEpEUHOM pazpeze AApo oT Oemoro 1o
noutu Oejloro LBETa.

Remarks : The Product confirms to ND/

ITpumeuanne: [Tpomykt cooTBeTcTRYET TpeGoBaHusam HJ{

Conclusion : APPROVED /
3axkmogenne: OJIOBPEHO
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Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTUOHUKAT AHAJIA3A

Product : Cetrine film-coated tablets 10 mg
TMponyxT: IleTpur, TabIeTkH, MOKPLITHIE TINeHOYHOH 0bonoykoH, 10 mMr

Batch No / B2403647 Batch Quantity / : 955KG/
Cepus Ne O0bnem cepun 955 KI'
Analytical Report No / : 2002FP24002700 Date of Analysis / : 31-10-2024
AHanutuueckuii otTyet Ne JlaTa ananuza

Date of Manufacture / 10/2024 Date of Expiry / . 09/2027
JlaTa npousBoacTBa ToneH 1o

Analysis performed according ND / Ananus npoeenen mo HJI: TTN013283/01-130723

2 | Identification. Cetirizine / Ilognnunocts. IleTupnszun

1. HPLC/B3XX

Complies as prescribed /
CoOoTBeTCTBYET TpeOOBAHHAM

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 ynepkuBaHHs
OCHOBHOTO TIMKa Ha  XpoMarorpamMme
HCTIBITYEMOTO pacTBopa DNOTKHO
COOTBETCTBOBATL BpPEMEHU YIAep>KUBaHUA
OCHOBHOTO THMKa Ha XpoMarorpammMe
pactBopa CTaHAAPTHOrO obpazua
UETHPU3HHA TUOPOXJIOpHIA (pazpmen
«KomuecTBeHHOE OTIpeNeIIeHNEY ).

2. UV spectrophotometry /
Y®-cnekrpodoromeTpus

Complies as prescribed /
CooteercTByeT TpeGoBaHusIM

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
varation of +2 nm. / V®-cmekTpsl
TIOTJIOWIEHUsT MCIIBITYEMOTO  pacTBopa W
pacTtBOpa CTaHOAapTHOTO obpasLa
LUETHPH3HHA THOpOXJopHaa B obnacTu oT
200 1o 400 HM DOMKHBI UMETH MAKCUMYMbI
TOTJIOWIEHWS TIPY OXHOM M TOW ke ANHHE
BOJIHBI C JIOMYCTWUMBIM OTKIOHEHHEM * 2
HM.

3 | Water / Boaa

2.6 % wiw/2,6%

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

4 | Uniformity of dosage units /
Onanoponnocts
JA03HPOBAHUS

34/34

Acceptance value (AV) should be not more
than 15.0 / Tlokazarenp NpHEMIEMOCTH
(AV) nomxen ObiTh He Oonee 15,0.

Remarks : The Product confirms to ND/
ITpumeuanne: IIponykr cooTBeTcTBYET TpeOoBanusam HJT

Conclusion : APPROVED /
3axmouenne: OJJOBPEHO

WI-GLOB-QA-0669-2.0

Printed By: Prashanth Voladri

Page 2 of 6

Printed Date & Time (IST): 31-10-2024 16:13:09




Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIM3IA

Product : Cetrine film-coated tablets 10 mg
[MpoaykT: LleTpus, TabNeTKH, MOKPLITHIE TUNTEHOYHOM 060104K0MH, 10 Mr

Batch No / B2403647 Batch Quantity / : 955 KG/
Cepms Ne O0beM cepun 955 KT’
Analytical Report No / : 2002FP24002700 Date of Analysis / 31-10-2024
ARanuTHYeCKU oTueT No JlaTta ananuza

Date of Manufacture / 10/2024 Date of Expiry / 09/2027
Jara npousBoacrea Tonen oo

Analysis performed according ND / Anamis npoeenen o HI: TT N013283/01-130723

5 | Dissolution / PacTeopenue Unit-1/ Tabn.-1 100% Not less than 80% (Q) of the labeled amount
— = of  C, H,5CIN,O5-2HCI (cetirizine
NPT AIaR e 2818 dihydrochloride) after 30 min. / He meHee
Unit-3 / Ta6n.-3 94% 80 % (Q) OT HOMHHANBHOTO COXEpPNKAHUA
= C,,H,5CIN,0;-2HCI (ueTupusuHa
e 99% OUTUIPOXITOPH) depes 30 MUH.
Unit-5 / Ta6n.-5 98%
Unit-6 / Tabn.-6 97%
6 |Related Impurities by HPLC/
PoacTeennnie npumMecH
Impurity A / ITpumecs A Less than Limit of Detection (LOD = | Not more than 0.2 % / He 6onee 0,2 %

- 0.005%) / Huxe npenena = 5
Impurity B / TTpumecs B obHapysxerus (110 = 0,005%) Not more than 0.2 % / He 6ornee 0,2 %
Impurity C/ Ilpumecs C Not more than 0.2 % / He 6onee 0,2 %

p 0,
Impurity D / TIpumecs D IIjIess than LOQ (LODg 0:070%) / Not more than 0.2 % / He 6onee 0,2 %
VK TIpejiesia KONTMYECTBEHHOTO
Impurity E / TTpumece E onpenenenns (ITKO = 0,010%) Not more than 0.2 % / He 6osee 0,2 %
Impurity F / ITpumecs F Less than LOQ (LOQ =0.017%) / Not more than 0.2 % / He 6osnee 0,2 %
H
f/\ny .individual unidentified 0;;;; ;i?:; ?lﬁjz?:eﬁﬁ? F;{:jm Mot more than 0.2 % / He Goaee 0,1 %
impurity / Jrobas eauHUIHas
HeHIeHTHbUIMpOBaHHaS Not detected / He oOHapyxeHa
TIpUMeCh
0.05% / 0,05%
Less than LOQ (LOQ =0.041%) /
Hike nipeiena KONH4eCTBEHHOTO
onpenenenus (ITKO = 0,041%)
0.07%/0,07%
Total impurities / 0.2%/0,2% Not more than 2.0 % / He 6omnee 2,0 %
Cymma npumeceit
7 | Assay / KonnuecrBennoe 9.86 mg /9,86 mr Not less than 9.0 mg and not more than 11.0

onpeaeieHue

98.6% / 98,6%

mg C, H,5CIN,O;-2HCI (cetirizine
dihydrochloride) in tablet (between 90% and
110% of label claim)./ Ot 9,0 mr go 11,0 mr
C,H»5sCIN,0;-2HCI (ueTupusnHa
muruapoxiopun) B Tabnerke (ot 90 % mo
110 % OoT HOMHHaJILHOTO COAEPIKaHMA).

Remarks : The Product confirms to ND/
ITpumeuanme: [Ipogykr coorBeTcTBYET TpeboBanmaM H /I

Conclusion : APPROVED /
3axuaouenne: OJIOBPEHO

WI-GLOB-QA-0669-2.0

Printed By: Prashanth Voladri

Page 3 of 6

Printed Date & Time (IST):

31-10-2024 16:13:09




Uncontrolled Copy

CERTIFICATE OF ANALYSIS
CEPTUDPUKAT AHAJIU3A

Product : Cetrine film-coated tablets 10 mg
TTpomyxr: LeTpuH, TabIeTKH, MOKPHITHIE MIeHOUHOH 060m04ko#, 10 Mr

Batch No / ' : B2403647 Batch Quantity / 1 955KG/
Cepus Ne O6bem cepum 955 KI'
Analytical Report No / 1 2002FP24002700 Date of Analysis / : 31-10-2024
AHanutndeckuii otuer Ne Jlara aHauin3a

Date of Manufacture / ;102024 Date of Expiry / : 09/2027
Jlata npouspoacTea T'onen ao

Analysis performed according ND / Anamuz nposenen no HJI: ITN013283/01-130723

8 | Subdivision of tablets / Complies as prescribed / The tablets comply with the test, if not more
OpaHopoaHoCTsL Macce pu CooteeTcTBYET TpeOORBAHUIM than 1 individual mass is outside the limits
JAejleHuU Ta0JIeTOK 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 COOTBETCTRBYIOT TpeOOBaHUAM,
ecmi He Oonee 1 enuHuyHas Macca
oTkyionsiercs 3a npenensl 85 % - 115 % or
cpenHei MAaccel. Tabnerku HE
COOTBETCTBYIOT TpebOBaHMAM, ecli Oolee
yeMm | MHAMBHIYaTLHAS Macca OTKIIOHSETCH
OT 9TMX TpeAeNloB Wi, ecom |
WMHOUBUAYyaTLHasd Macca OTKIIOHSETcs 3a
nipegensl 75 % - 125 % ot cpeaHeit MacchL.

9 |Microbiological purity* / Muxpo6unonorudeckas 9yacToTa*

a) Total Aerobic Microbial Not Applicable Not more than 1000 CFU/g /
Count / Obmnee ancno He 6onee 1000 KOE/r
A3pOBIIBIX MHRPOOPTAHNIMOB

b) Total Combined Yeast and Not Applicable Not more than 100 CFU/g/
moulds count / Ob1iee qHCITO He 6omnee 100 KOE/r
IIPOJCKEBHIX | IIECHEBBIX

TpuboB

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

OrcytetBue B 1 T

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
IIpumeuanue: IIpoaykr cooTBeTcTRYET TpeboBanusam HJT 3axmwgenne: OJIOBPEHO

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

CEPTUOUKAT AHAJIM3A

Product : Cetrine film-coated tablets 10 mg
Tponyxr: HeTpuH, TabOAETKW, MOKPHLITBIE IITEHOYHOM 000109KOH, 10 Mr

Batch No / B2403647 Batch Quantity / : 955KG/
Cepust Ne Ob6beM cepuu 955 KT
Analytical Report No / : 2002FP24002700 Date of Analysis / 31-10-2024
Ananutnyeckuii otuer No Jlata ananuza

Date of Manufacture / 10/2024 Date of Expiry / 09/2027
JlaTa npousBoacTea loxen no

Analysis performed according ND / Anamus nipoeener mo HJI: T N013283/01-130723

10

Packaging / YnakoBka

10 tablets in PVC/PVDC//aluminum
blister. 3 Dblisters and patient
information leaflet in a carton. / Ilo
10 TabneToK B
[MIBX/TIBIX//anoMuHieeoM
6mucrepe. ITo 3 Gmucrepa BMecTe ¢
UHCTPYKIMEH 1O  MPHUMEHEHHIO
YNakKOBaHBI B Na4Ky KapTOHHY1O.

10 tablets in PVC/PVDC//aluminum blister.
2 or 3 blisters and patient information leaflet
in a carton. / T[lo 10 Tabnerok B
[IBX/TIBAX//amomunuesom 6nuctepe. Ilo
2 uny 3 GnrcTepa BMeCTe ¢ MHCTpYKUMEH 1o
MPUMEHEHHIO  YIMAKOBaHBI B MAUKy
KApTOHHYIO.

Uncontrolled Copy

11 | Labeling / MapkupoBka According to ND / B cooreeTcTeru ¢ HJL

12 | Storage conditions / At temperature below 25 °C. / [Ipu Temniepatype He Boiue 25 °C.
Xpanenne

13 | Shelf life / Cpok roanocTn 3 years /3 roma

*Test is performed periodically with the interval of 1 from 20 baiches, or at least once a year. The test can
be absent in the Certificate of Analysis / IIpoeodumca npouzsooumenem npu bINycKe NePUOOUHECK. ONA
kaxcoot 20-oii cepuu utu ne menee 1 paza 6 200. Hoxazamenv mosicem Guime ne exmoyer ¢ Cepmuguxam

ananuza pupmoL.

Remarks : The Product confirms to ND/
ITpumeuanue: [Tpogykt cooTBeTcTBYET TpeboBaHusM HJT

Conclusion : APPROVED /
3axaouenue: OJJOSPEHO
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Uncontrolled Copy

ELECTRONIC SIGNATURES
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