Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTHOHKAT AHAJIH3A

Product : Cetrine film-coated tablets 10 mg

Iponyxr: Llerpuil, TaGIETKH, IOKPHITHIE INIEHOTHOI 060104K0#, 10 Mr

Batch No / . B2401031 Batch Quantity / : 955.000 KG/
 Cepug No O6beM cepiit 955,000 KT"
Analytical Report No / : 2002FP24000850 Date of Analysis / i 04-04-2024 o
AHanurryeckuii oryet Neo Jlata aHanu3a
Date of Manufacture / ¢ 03/2024 Date of Expiry / v 02/2027
JlaTa npon3BoAcTBa T'ojen o

Analysis performed according ND / Ananus nposeaes no HJI: TIN013283/01-130723

Ne Test / Iloka3zaTenn Result / Pe3yabTaThl Specification / Hopma

1 | Description / Onucanue White colored, round, biconvex film- | White or off-white colored, round, biconvex
coated tablets with a break line on film-coated tablets with a break line on one
one side. White core on cross section. | side. White to off-white core on cross
/ Kpyrible JROSKOBBINYKIIbIE section. / Kpyrnele JIBOSKOBEBIYKITBIC
TaONETKH, TOKPHITEIE IIIEHOYHOH TabneTky, MOKPHITHIE TUIEHOYHOMN

060J104K0}t Getoro BeTa, ¢ puckoi | obomoukod Gemoro WM ImoytH  Geroro
Ha ofHO} cropoHe. Ha momepeyHoM | I[BeTa, ¢ PHUCKOM Ha OAHOM cropone. Ha
paspese aapo 6enoro LBETa. IOTIEpeYHOM paspese AIpo oT Gemoro 10

noyTH Oenoro 1BeTa.,

Remarks : The Product confirms to ND/

IIpumeuanue: IIpoaykr coorBeTcTBYyeT TpeboBanmsaM HJ

Conclusion : APPROVED /
Zaknwuenue: OJJOBPEHO

WI-GLOB-QA-0669-2.0

Printed By: Ajay Kumar.....
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Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTHOHKAT AHAJIU3A

Product : Cetrine film-coated tablets 10 mg

poayxr: Llerpun, Tabnerki, nokpuiriie mieno 1ol obononuxoii, 10 Mr -

Batch No / . B2401031 Batch Quantity / : 955.000 KG/ -
Cepus Ne O6beM cepunt 955,000 KT" |
Analytical Report No / © 2002FP24000850 Date of Analysis / . 04-04-2024

Ananurudeckui otueT Ne Jlara aHanuza |
Date of Manufacture / o 03/2024 Date of Expiry / o 02/2027

Jarta npousBojcIsa T'omen no

Analysis performed according ND / Auauus nposenct o HI: IT N013283/01-130723

2 | Identification. Cetirizine / [TonaunnocTh. llernpnsun

1. HPLC/B3XX

Complies as prescribed /
CootBeTcTBYeT 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"). / Bpemsa ynpepxuBanns
OCHOBHOTO MHMKAa HAa  XpOMATOIPAMME
UCTIBITYEMOTO pacTRropa JOJKHO
COOTBETCTBOBATh BPEMEHH  YAEPIKUBAHUS
OCHOBHOTO IHKAa Ha  XPOMATOIpaMMe
pacTBOpa CTaHAapTHOTO obpa3zia
1ETUPU3NHA THAPOXIIOpUIA (paznen
«KonnuecTBEHHOE ONPEIETICHHEY ).

2. UV spectrophotometry /
Y®-cnextpodoTomMeTpus

Complies as prescribed /
CootBerctByeT TpeOOBaHMAM

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®d-crmexTpsl
TIOTJIONICHHA HCHBITYEMOTO pacTBOpa W
pacTBopa CTAaHJAPTHOTO obpasma
HETHPU3HHA THAPOXJIOpHAa B 00JacTH OT
200 mo 400 HM JTOKHBI UMETh MaKCHMYMBI
TIOTJIOIIEHUS TIPH OJHOM M TOM ke JJIMHE
BOJIHBI C JOMYCTUMBIM OTKJIOHCHHEM =+ 2
HM.

3 | Water / Boga

2.6% wiw / 2,6%

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

4 | Uniformity of dosage units /
OanopoaHOCTL
J03UPOBAHUA

3.0/3,0

Acceptance value (AV) should be not more
than 15.0 / IlokaszaTens IIPUEMIEMOCTH
(AV) nomxen 66115 He Gonee 15,0.

Remarks : The Product confirms to ND/

Mpumeuyanue: Hpoaykr coorercTyeT TpeboBanmsaM HJT

Conclusion : APPROVED /
Jaxarouenne: OJIOBPEHO

WI-GLOB-QA-0669-2.0

Printed By: Ajay Kumar....,

Page 2 of 6

Printed Date & Time (IST): 05-04-2024 08:27:07




Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIM3A

["Product : Cetrine film-coated tablets 10 mg
lpouyxt: Lletpyun, TabneTKn, NOKPHITHIC IICHOUHOI 060/104K0i, 10 Mr a -
Batch No / B2401031 Batch Quantity / : 955.000 KG/
| Cepus Ne O061em cepunt 955,000 KT"
Analytical Report No / 2002FP24000850 Date of Analysis / 04-04-2024
Ananuruyeckui oryet Ne JlaTta anaausa
Date of Manufacture / 03/2024 Date of Expiry / 02/2027
| JlaTa npou3sBOACTBa I'ozen 1o o
Analysis performed according ND / Ananu3s nposenen no HJE: IT N013283/01-130723
5 | Dissolution / PacTBopeHue Unit-1/ Tabun.-1 97% Not less than 80% (Q) of the labeled amount
™ . : of  CyHysCIN,0,;-2HCI (cetirizine
Unie /lagm 97% | dihydrochloride) after 30 min. / He Menee
Unit-3 / Ta6mn.-3 98% 80 % (Q) OT HOMHHAJBLHOTO COIEpIKAHMS
- C,1H,5CIN,0O;-2HCI (ueTnpusrHa
- . )
inid /o, T Jurupoxiaopun) uepes 30 Mun.
Unit-5 / Ta6m.-5 97%
Unit-6 / Tabn.-6 97%
6 |Related Impurities by HPLC/
PoncTeeHHEIE MPUMeCH
Impurity A / IIpumecs A Less than Limit of Detection (LOD = | Not more than 0.2 % / He 6onee 0,2 %
. 0.005%) / Hrmxe npenena = o
Impurity B / [Ipumecs B obmapyemus (TI0 = 0,005%) Not more than 0.2 % / He 6onee 0,2 %
Impurity C / Ilpumecs C Not more than 0.2 % / He 6onee 0,2 %
= 0,
Impurity D / Ilpumecs D hess than LOQ (LOQ ‘0'010@ / Not more than 0.2 % / He 6onee 0,2 %
HKe TIpelIelia KONHYeCTBEHHOro
Impurity E / IIpumecs E onpeaenenns (IIKO = 0,010%) Not more than 0.2 % / He 6onee 0,2 %
Impurity F / Tlpumecs F Less than Limit of Detection (LOD = | Not more than 0.2 % / He 6ox1ee 0,2 %
= - ) 0.006%) / H
Any .1nd1v1dua1 unidentified 06Hap;>);<eH;m&1Igiﬂg?oa06% ) Not more than 0.2 % / He 6osnee 0,2 %
impurity / Jlrobast egnHU9IHAsA
HEWJIEHTHHIMPOBAHHAS Not detected / ne oOHapyxkeHa
npuMech
0.03% /0,03%
Not detected / He 06HapyxeHa
0.07% / 0,07%
Total impurities / 0.2%/0,2% Not more than 2.0 % / He 6onee 2,0 %
CyMma npumecei
7 | Assay / KoindecTBeHHOE 10.01 mg/ 10,01 mr Not less than 9.0 mg and not more than 11.0
onpepe/ieHHe o o mg C,,H,5CIN,0;-2HCI (cetirizine
100.1% /100,1% dihydrochloride) in tablet (between 90% and
110% of label claim)./ Ot 9,0 mr g0 11,0 mr
C,H,5CIN,05-2HCI (nernpusuHa
quruapoxiopun) B tabnerke (ot 90 % mo
110 % OT HOMHHANBLHOTO COACPKAHHA).

Remarks : The Product confirms to ND/
IMpumeuanue: IIponykT cooTseTcTBYET TpebopanuaM H/T

Conclusion : APPROVED /
3axnrouenne: OJJOBPEHO

WI-GLOB-QA-0669-2.0

Printed By: Ajay Kumar.....
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Printed Date & Time (IST):
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CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIU3A

Product : Cetrine film-coated tablets 10 mg
 Ipoaykrt: 1IcTpuH, TAOICTKH, IOKPLITbIE MIel0uL0ii 0000 Koil, 10 Mr

Batch No / B2401031 Batch Quantity / : 955.000 KG/
Cepus Ne | Obbem cepii 955,000 KI"
Analytical Report No / 2002FP24000850 Date of Analysis / 04-04-2024
Asanrruyecknit oruer Ne Mata ananusza
Date of Manufacture / 03/2024 Date of Expiry / 02/2027
| Jlata 11pon3BoACTBa Tonen no

Analysis performed according ND / Ananu3s nposener no HJI: I1 N013283/01-130723

8 | Subdivision of tablets /
OaHopoaHocTh Mace IpU
AeJICHHH TabdJIeTOK

Complies as prescribed /
CooTBeTcTBYET TpeOOBaHHAM

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. /

TabmeTk COOTBETCTBYIOT TpeGOBaHUAM,
ecnmi  He Oonee | emuHWynas wacca
OTKJIOHsAeTCs 3a npenenst 85 % - 115 % ot
cpeHei MACCHL Tabnetkn He

COOTBETCTBYIOT TpeOOBaHUSIM, eciu OGomee
yeM | MHOMBHAYABEHASE MACCA OTKIIOHAETCS
OT OTHX [pemeNiop wimu, ecam 1
WHAMBHAyaJIbHAs Macca OTKIOHJACTCS 3a
npenenst 75 % - 125 % ot cpensei Macchl.

9 |Microbiological purity* / Mukpo6uonorudeckas uncrora*

a) Total Aerobic Microbial Not Applicable Not more than 1000 CFU/g /
Count / O6miee 4uciIo He 6osiee 1000 KOE/r
a3poOHbIX MUKPOOPTaHU3MOB

b) Total Combined Yeast and Not Applicable Not more than 100 CFU/g/
moulds count / O6miee umciio He 6omee 100 KOE/r
JPOOKEBBIX M INICCHEBBIX

rpubos

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

OtcyrctBue B 1 T

Remarks : The Product confirms to ND/

Ipumeuanue: ITpoxykr cooTBeTcTBYET TpeboBanmsaM HJI

Conclusion : APPROVED /
3axarouenue: OJIOGPEHO

WI-GLOB-QA-0669-2.0

Printed By: Ajay Kumar,....
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CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHAJIM3A

Product ; Cetrine film-coated tablets 10 mg

| Tpoaykr: Letpun, TabneTky, NOKPLITHIC MICHOYHON 060/104K0i, 10 MP

Batch No / B2401031 Batch Quantity / © 955.000KG/ — |
Cepust Ne - | Obbem cepunt 955,000 KI" |
Analytical Report No / ¢ 2002FP24000850 Date of Analysis / 04-04-2024
_AnanuTryeckuil oryer Ne Jlata ananusa |
Date of Manufacture / 03/2024 Date of Expiry / 02/2027

Jlara npou3BoacTBa I'onen 10

Analysis performed according ND / Anann3 nposeaen no H: ITN013283/01-130723

10 | Packaging / Ynakoska 10 tablets in PVC/PVDC//aluminum | 10 tablets in PVC/PVDC//aluminum blister.
blister. 2 blisters and patient | 2 or 3 blisters and patient informatjon leaflet
information leaflet in a carton. / ITo | in a carton. / Ilo 10 Tabnerox B
10 TabJIeTOK B | IBX/TIB/IX//antomunueBoM Giucrepe. 1o
NBX/TIBJX//antoMuunesom 2 nnn 3 6nucTepa BMECTE C HHCTPYKIMENH N0
Gnucrepe. [To 2 Gnucrepa BMECTE C | IDUMEHEHUIO  YIAKOBAHbl B IayKy
HHCTPYKI(MEH 1[0  IPUMEHEHHUIO | KAPTOHHYIO.
YIIAKOBAHBI B TAYKY KapPTOHHYIO.

11 | Labeling / MapkupoBka According to ND / B coorBerctsnn ¢ H/J

12 | Storage conditions / At temperature below 25 °C. / TIpu remneparype He Beime 25 °C.

Xpanenue
13 | Shelf life / Cpok rognoctu 3 years / 3 rona

Uncontrolled Copy

*Test is performed periodically with the interval of | from 20 batches, or at least once a year. The test can
be absent in the Certificate of Analysis / [Iposodumcs npousgooumenem npu 8blnycke NEPUOOUYecKu: Ons
Kkaowcooi 20-ou cepuu unu ne menee I pasa 6 200. Iokazamenv modicem 6eime He exnoven 6 Cepmugbuxam

aHaIu3a Gupmuol.

Remarks : The Product confirms to ND/
IIpumedanne: [poaykT coorBercTBYET TpeboBanuam H/L

Conclusion : APPROVED /
3axmouenne: OJJOBPEHO

WI-
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