CEPINWHKA L AHAJIVISA

Product : Cetrine film-coated tablets 10 mg
Tpoayikr: Lietpun. tabneTkn, NOKPHITHIC IIICHOYHOM 060a0uK0i, 10 Mr

Batch No / ¢ B2303598 Batch Quantity / : 955000 KG/
| Cepust Ne O6mnem cepun 955,000 KT

Analytical Report No / : 2002FP23002643 Date of Analysis / o 16-11-2023

AHanuTUICCKUH oTueT No Jatra ananusa

Date of Manufacture / : 102023 Date of Expiry / : 092026

Harta mpouseoactaa Toaen a0

Analysis performed according ND / Ananus nposezaen no HJ: TIN013283/01 dt 13.07.2023 /
f1N013283/01 ot 13.07.2023

Uncontrolled Copy

Ne Test / Iloxaszarean Result / Pe3yabTaTbi Specification / Hopma

1 | Description / Onucanue White colored, round, biconvex film- | White or off-white colored, round, biconve:
coated tablets with a break line on film-coated tablets with a break line on on
one side. White core on cross section. | side. White to off-white core on cros
/ Kpyribie ABOSKOBBITYKIIBIE section. / Kpyrmble  gBOSAKOBBITYKJIBL
TabJICTKH, MOKPBITHIC NICHOYHOM TabIeTKy, MOKPBITBIE IUICHOYHO)

000T0YKO# GEIOTo IBETA, C PUCKOI 00oIouKol 0enoro MM mouTH OENor:
Ha oaHoM cropoHe. Ha monepeunom I[BETA, C PHCKOH Ha OxHOM cropone. H
paspese sapo OeNoro nBeTa. NOMEPEYHOM Pa3pese saApo OT Oeoro K
nouru OEJIOro IBETA.

Remarks : The Produet confirms to NID/ Conclusion : APPROVED /
Ilpumeuanwue: [lpoaykr cooTBeTCTBYET TpeOOBarmsimM HIL 3aknruenne: OJOBPEHO

WI-GLOB-QA-0669-1.0
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Uncontrolled Copy

LT NWPMKAL AMAJIMSA

Product : Cetrine film-coated tablets 10 mg
Mpoayxr: Lletpun. rabserin, mokpeiTie naeHounol 060104Koii. 10 mr

Batch No / B2303598 Batch Quantity / : 955,000 KG/
| Cepust Ne O06beM cepun 955,000 KT

Analytical Report No / 2002FP23002643 Date of Analysis / o 16-11-2023
| AHanuTHaeckUH oTueT No Jarta ananuza

Date of Manufacture / 102023 Date of Expiry / o 09/2026

Hara nponssoacraa Topen o

[1N013283/01 or 13.07.2023

Analysis performed according ND / Anamms nposeact o HJI: TIN013283/01 dt 13.07.2023 /

2 | Identification. Cetirizine / [ToanmnunocTs. Llerupusua

1. IIPLC/BJXXX

Complics as prescribed / The retention time of thc main peak in th
CooTBeTCTBYCT TPEOOBAHHSIM chromatogram of ftest solution shoul:
comply with the retention time of the mai
peak in the chromatogram of Cetirizin
Hydrochloride reference standard solutio
(section "Assay"). / Bpems ypmepxuBaHu
OCHOBHOIO MNHKa HAa  XPOMATOrpamMm
HCHBITYEMOTO pacTBopa JOTDKH:!
COOTBETCTBOBATh BPEMCHH  YICPKHUBAHK
OCHOBHOIO IHKa HA  XpOMarorpamm
pacTeopa CTaHJAPTHOIO obpasn
LICTUPH3HHA THAPOXJIOpUAA (pasze.
«KonuyecTBEHHOE ONPEACTICHHE ).

2. UV spectrophotometry /
Y®-cnexrpodoromMeTpHst

Complies as prescribed / The UV-spectrum of the test solution an
CooTtBeTcTBYET TPEOOBAHMIM the Cetirizine Hydrochloride referenc
standard solution in the range 200 nm to 40
nm should exhibit maxima absorbance &
about the same wavelengths with an allowe:
variation of +2 nm. / VY®-comextpr
MOTJIOLICHHsT UCIBITYCMOTO  PacTBoOpa |
pacTBopa CTaHAAPTHOTO oOpasu
LETUPH3HUHA TUAPOXJIOPHUAA B OOJIACTH O
200 xo 400 HM AO/HKHBI MUMETh MAKCHMYMIE
MTOTJIOIICHUS TIPU OJHOH M TOM KC IJIUH
BOJIHBI C JOMYCTHMBIM OTKJIOHCHHCM + |

HM.

3 | Water / Boaa 3.3% w/w/ 3,3% Not more than 8.0 % / He 6omee 8,0 %

4 | Uniformity of dosage units / 2.8/2,8 Acceptance value (AV) should be not mor
OaHopoaHOCTH than 15.0 / Iloxaszarenr TpHEMIIEMOCT)
JAO3HPOBAHHUS (AV) nomxeH OvbrTh He 6oJice 15,0.

Remarks : The Product confirms to ND/ Conclusion : APPROVED /

IIpumeuanue: [poaykr cooTBeTCTBYET TpeboBauusy HJ| 3axkmouenne: OJOBPEHO

WI-GLOB-QA-0669-1.0
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Uncontrolled Copy

P LMWVIKA L AHAJISA

Product : Cetrine film-coated tablets 10 mg
[Mpoayir: Lietpun, TabaeTki, NOKPLITHIE IICHOTHOH 06010uK0H, 10 ML

Batch No / : B2303598 Batch Quantity / : 955.000 KG/
| Cepust Ne O61beM cepin 955,000 K

Analytical Report No / . 2002FP23002643 Date of Analysis / 2 16-11-2023

Ananuraucckuit oruet No JlaTta anannsa

Date of Manufacture / ¢ 1072023 Date of Expiry / : 09/2026

[Hara npou3BoicTBa lopen a0

I1N013283/01 ot 13.07.2023

Analysis performed according ND / Ananus nposeact o HJI: TTN013283/01 dt 13.07.2023 /

5 | Dissolution / PacTBopenne Unit-1/ Ta6n.-1 99%
Unit-2 / Tabn.-2 99%
Unit-3 / Tabn.-3 97%
Unit-4 / Tabn.-4 96%
Unit-5 / Tabn.-5 100%
Unit-6 / Tabn.-6 99%

Not less than 80% (Q) of the labeled amour
of  CyHysCIN,O52HCI (cetirizin
dihydrochloride) after 30 min. / He mene
80 % (Q) OoT HOMHUHAIBHOIO COACPIKAHU
C,,H,5CIN,0;-2HCI (ueTupu3uH
mquruapoxaopun) uepes 30 muH.

6 |Related Impuritics by HPLC/
PoacrsenHble nprmMecn

Impurity A / [Ipumecs A Not detected / He oOHapyxeHa Not more than 0.2 % / He 6onee 0,2 %
Impurity B / Ilpumecs B 0.01%/0,01% Not more than 0.2 % / He Gonee 0,2 %
Impurity C / ITpumecs C Not detected / He oOHapykeHA Not more than 0.2 % / He 6onee 0,2 %
Impurity D / TIpuvecs D Less than LOQ (LOQ = 0.003%) / Not more than 0.2 % / He 6osee 0,2 %
_ Hroxe peaena KOTHYECTBEHHOTO
Impurity E / ITpumecs E orpe ,HG,TEﬂHI/IH (I[IKJO = 0,003%) Not more than 0.2 % / He Gonee 0,2 %
Impurity F / IIpumecs F 0.04% / 0.04% Not more than 0.2 % / He 6onee 0,2 %
Any .individual unidentified | Not detected / He 0BHApyKEHA Not more than 0.2 % / He Gonee 0,2 %
impurity / Jliobas ¢auHHUHAs
HCUACHTU(PHIIMPOBAHHAS 0.08% /0,08%
[PUMCCH
Total impurities / 0.3%/0,3% Not more than 2.0 % / He 6onee 2,0 %
Cymma npumecei
7 | Assay / KontuuecTBeHHOE 10.02 mg / 10,02 mr Not less than 9.0 mg and not more than 11.:
onpeaesieHHe o 0 mg C,1H,5CIN,04-2HCI (cetirizin
00w YOG dihydrochloride) in tablet (between 90% an
110% of label claim)./ Ot 9,0 Mr o 11,0 m
C,H,5sCIN,0;-2HCI (ueTupusux
quruapoxyopun) B tadbnetke (ot 90 %
110 % OT HOMHHAIBHOTO COACPKAHMS).
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
TMpumeuanne: [Tpoaykr coorsercTBYET TpeOOBaHusM HJL 3akarwuenne: OJOBPEHO

WI-GLOB-QA-0669-1.0
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Uncontrolled Copy

LEY IMWHKAL AHAJIVISA

[ Product : Cetrine film-coated tablets 10 mg
Mpoayicr: Lierpun, TabreTin, TOKPLITHC MIEHOUHOH 060101k, 10 Mr

Ananutuaeckuii otuer No

Jlata aHamu3za

Batch No / B2303598 Batch Quantity / : 955.000K G/
Cepust Ne O0beM cepun 955,000 KT
Analytical Report No / 2002FP23002643 Date of Analysis / o 16-11-2023

Date of Manufacture /
Jlara mpousBoacTra

10/2023 Date of Expiry / . 09/2026

Togen jo

Analysis performed according ND / Anamms nposeacn no HJI; TIN013283/01 dt 13.07.2023 /
[1N013283/01 ot 13.07.2023

8

Subdivision of tablets /
OaHopoaHoCcTh Mace NpH
JACJIEHHH TA0JIETOK

Complies as prescribed /
CoorsereTByCT TPEOOBAITHAM

‘The tablets comply with the test, if not mor
than 1 individual mass is outside the limit
of 85 % to 115 % of the average mass. Th
tablets fail to comply with the test, if mor
than | individual mass is outside these limit
or, if 1 individual mass is outside the limit
of 75 % to 125 % of the average mass.
TabneTkn COOTBETCTBYIOT —TPEeOOBaHHSIY
ecmn He Oonmee |  exudHuuHas Mace
OTKJIOHSIETCsI 3a Tpegenst 85 % - 115 % o
cpeaHei MacChl. TabneTxu H
COOTBETCTBYIOT TpeGoBaHMAM, eciu 6oJie
yeMm | WHAMBHAyAIbHAS MACCa OTKIOHIETC
OT 3TUX TIPSACNIOB WM, CCJIH

WHIMBHIyaJlbHAI Macca OTKJIOHSCTCS 3
npeaeist 75 % - 125 % oT cpeaneii Macest,

Microbiological purity* / Mukpo6uosioruyeckas 4yucrora®

a) Total Aerobic Microbial Not Applicable Not more than 1000 CFU/g /
Count / Obmee yucno He 6onee 1000 KOE/r
a’pOOHBIX MHKPOOPTaHH3MOB

b) Total Combined Yeast and Not Applicable Not more than 100 CFU/g /
moulds count / Obmee uucao He 6oace 100 KOE/r
JPONCGKEBBIX U [UICCHEBBIX

rpuboB

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

OrcyrcrBue B 1 T

Remarks : The Product confirms to ND/
Ipumeuanne: [pogyrr coorsereTByeT TPeboBarmm HJL

Conclusion : APPROVED /
Jaxmouenune: QJJOBPEHO

WI-GLOB-QA-0669-1.0
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Uncontrolled Copy

CLFIMWHKA L AHANWSA

Product : Cetrine film-coated tablets 10 mg
Ipoayier: Lletpun, Tabnerin, NOKPHITHIE TICHOUHOH 000m0uKO0MH, 10 Mr

Batch No / B2303598 Batch Quantity / : 955000 KG/
| Cepust Ne O6beM cepun 955,000 K1

Analytical Report No / 2002FP23002643 Date of Analysis / 16-11-2023

Ananurtrueckuii otuct Ne JHara ananusa

Date of Manufacture / 10/2023 Date of Expiry / 09/2026

Jara npoussogcrea T'oacH 10

Analysis performed according ND / Ananus nposeacu no HI[: TIN013283/01 dt 13.07.2023 /
11N013283/01 ot 13.07.2023

10

Packaging / Y nakoska

10 tablets in PVC/PVDC//aluminum
blister. 2 Dblisters and patient
information leaflet in a carton. / I'lo
10 TabICTOK B
TIBX/TIB/IX//antoMuHHECBOM
omucrepe. [lo 2 Gamcrepa BMecTe ¢
MHCTPYKLHEH MO  HOPHUMEHECHHIO
YIaKOBaHbI B NMAYKY KAPTOHHYIO,

10 tablets in PVC/PVDC//aluminum blister
2 or 3 blistcrs and paticnt information leafle

in a carton. / llo

10 Tabnerox

MBX/TIBJIX//anromunuesom Gnuctepe. 11
2 unu 3 6ucTepa BMECTE ¢ HHCTPYKUHMCH IT

MIPUMCHCHHIO
KapPTOHHYO.

YIIAKOBAHBI B

IMavuK

11

Labeling / MapkupoBka

According to ND / B coorserctBun ¢ HJI

12

Storage conditions /
XpaHenune

At temperature below 25 °C. / TTpu Temneparype ne Boiiue 25 °C.

13

Shelf life / Cpok roasocTn

3 years / 3 roga

*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 / [Ipoeodumcs npousgooumenes npu GbINYCke NepuoOu4ecku. O
kaowedoi 20-oit cepun unu e menee 1 pasa e 200. loxasamens modicem Gotmb He exntouer 6 Cepmuduram

GHaNU3A PUPMDI.

Remarks ;: The Product confirms to NI/
IIpumewanwue: Ipoaykr coorBeTcTByCeT TpeOoBanmsM HJI,

Conclusion : APPROVED /
3axmoyenue: OJJOGPEHO

WI-GLOB-QA-0669-1.0
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