Uncontrolled Copy

Product : Cetrine film-coated tablets 10 ﬁlg

CERTIFICATE OF ANALYSIS

CEPTUGHKAT AHAJIU3A

ponyxr: IleTpyH, TabneTKY, MOKPHITHIE IIEHOYHON obonouxoH, 10 Mr

Batch No / B2400735 Batch Quantity / : 955.000KG/
Cepust Ne O06BeM cepun 955,000 KT’
Analytical Report No / 2002FP24000810 Date of Analysis / 29-03-2024
| AHaIUTHYECKHMiA OTHET Ne s [lata apanusa
Date of Manufacture / 03/2024 Date of Expiry / 02/2027
Jlata npou3BOACTBA Tonen no
Analysis performed according ND / Ananus nposeaex no HII: I N013283/01-130723
Ne Test / [lokazaTenn Result / PesyabTaThl Specification / Hopma

1 | Description / Onucanue

White colored, round, biconvex film-
coated tablets with a break line on
one side. White core on cross section.
/ Kpyriisie BOSKOBBIIYKIIBIC
TaOJNEeTKH, IIOKPHITHIE TIIEHOYHON
o6onoukoit Gesoro nBeTa, ¢ pUCKOH
Ha oJiHO# cTopoHe. Ha nonmepeyHoM
paspese spo 6eIoro 1BETa.

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. / Kpyrnele JIBOSIKOBBITYKIIBIE
TabIeTKH, ITOKPBITEIE IUIEHOYHOMN

06ojroukoif  Genoro MMM IIOYTH 6eoro
L[BeTa, C pHCKOH Ha OZHOH cropome. Ha
HOIMEPEYHOM pa3pese Sapo OT Genoro a0
o4ty Hesioro MBeTA.

Remarks : The Product confirms to ND/

Ipumeyanue: [Ipoxykt coorBeTcTBYET Tpeboparmsam HII

Conclusion : APPROVED /
3axmouenne: OJOBPEHO
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Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTUDUKAT AHAJIM3A

Product : Cetrine film-coated tablets 10 mg
Tpoayxrt: Ilerpun, TabieTKH, MOKPEITHIE IIEHOUHOM 060J104KOi, 10 Mr

Batch No / B2400735 Batch Quantity / £ 955.000KG/
Cepus Neo - ObneM cepun 955,000 KT*
Analytical Report No / 2002FP24000810 Date of Analysis / ¢ 29-03-2024
| AHanuTnyeckuid otyer No Jarta ananuza
Date of Manufacture / 03/2024 Date of Expiry / o 02/2027
| [ara npoussoncrea ToneH o - -

Analysis performed according ND / Ananmus nposegex no H: IIN013283/01-130723

2 | Identification. Cetirizine / oguuuocts. HeTupninn

1. HPLC/B2XX

Complies as prescribed /
CooTBeTCTBYET TPeOOBAHUSIM

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"). / Bpema ymepxupanus
OCHOBHOTO IHKa Ha  XPOMAaTOrpPaMMe
UCTIBITYEMOTO pacTBopa JIOJIKHO
COOTBCTCTBOBATh BPEMEHU  YyIepPsKUBAHUS
OCHOBHOTO IIHKA Ha  XPOMAaTOrpaMMe
pacTBOpa CTaHZapTHOTO obpasua
IICTHPH3HHA TU/POXIIOpUAA (paznen
«KonudecTBEeHHOE OLIPEACIICHUEN ).

2. UV spectrophotometry /
Y®-cniektpodoromMerprs

Complies as prescribed /
CooTBeTCTBYET TpcOOBAHNAM

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®-chnexrpsr
MOMJIOMICHU HUCTBITYEMOTO pacTBopa U
pactBopa CTaHIAPTHOTO obpasua
HETHPH3HHA THAPOXJIOpH/Ja B 00IacTH OT
200 mo 400 HM OJDKHBI UMETH MAKCHUMYMEI
MOMJIONIEHUST TIPU OJHOW M TOH e IJIHHE
BOJIHBI ¢ JOMYCTHMBIM OTKIIOHGHHEM + 2
HM.

3 | Water / Boga

2.5% wiw /2,5%

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

4 | Uniformity of dosage units /
OaHopoaHoOCTh
J03HPOBAHHS

34734

Acceptance value (AV) should be not more
than 15.0 / Ilokasarens NpPUEMIIEMOCTH
(AV) nomxen 6bITh He Gonee 15,0.

Remarks : The Product confirms to ND/
IIpumeuanue: ITpogykT cooTBeTCTBYET TpeboBanmsaM HJ

Conclusion : APPROVED /
3akmouenne: OJJOBPEHO
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Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTUD®UKAT AHAJIN3A

[ Product : Cetrine film-coated tablets 10 mg

| Ipomyxrt: LlerpyH, TabJIETKN, MOKPbIThIE NIEHOYHON 06010uKOH, 10 M

Batch No / B2400735 Batch Quantity / : 955.000 KG/
| Cepus Ne - | Obwem cepuun _ 955,000KL"
Analytical Report No / 2002FP24000810 Date of Analysis / 29-03-2024
| Ananutudeckui oTyet Ne Jara aHanuza
Date of Manufacture / 03/2024 Date of Expiry / 02/2027
Jara npou3BoacTBa lCozen 1o

Analysis performed according ND / Ananus nposenes no HJT: IT N013283/01-130723

]

5 | Dissolution / PacTBopenue

Unit-1/ Tabin.-1 101%
Unit-2 / Tabn.-2 99%
Unit-3 / Ta6n.-3 96%
Unit-4 / Tabn.-4 99%
Unit-5 / Tabi.-5 99%
Unit-6 / Tabxu.-6 99%

Not less than 80% (Q) of the labeled amount
of C2|H25C1N203'2HC1 (Cetirizine
dihydrochloride) after 30 min, / He meHee
80 % (Q) oT HOMHHAIBHOTO COAEpIKAHHSL
C,1H,5CIN,O5-2HCI (ueTupusuHa
auruapoxaopun) yepes 30 MuH,

onpegejaeHue

6 |Related Impurities by HPLC/
PoncTBeHHbIe MpUMecH
Impurity A / IIpumecs A Less than Limit of Detection (LOD = | Not more than 0.2 % / He 6onee 0,2 %

= 0.005%) / Hike npenena = =

Impurity B / TIpumecs B obtiapyexi (TI0 = 0/605%%) Not more than 0.2 % / He 6onee 0,2 %
Impurity C / Ilpumecs C 0.01% /0.01% Not more than 0.2 % / He Gonee 0,2 %
Impurity D / [Tpumecs D Not detected / He oGHapy»eHa Not more than 0.2 % / He Gonee 0,2 %
Impurity E / Ilpumecs E Not detected / e oBHapyskena Not more than 0.2 % / He 6onee 0,2 %
Impurity F / IIpumecs F 0.03% / 0.03% Not more than 0.2 % / He 6onee 0,2 %
Any individual unidentified | Not detected / He oBHapysKeHa Not more than 0.2 % / He 6onee 0,2 %
impurity / Jlrobast enuHuuHas
HeuJIeHTU(QHUIIHPOBaHHAS 0.07% 7 0,07%
npuMech
Total impurities / 0.2%/0,2% Not more than 2.0 % / He 6oxnee 2,0 %
CymMma 1IpuMecedt

7 | Assay / KojinuecTBeHHO€ 10.01 mg/ 10,01 mr Not less than 9.0 mg and not more than 11.0

100.1% / 100,1%

mg C2|H25C1N203'2HC1 (cetirizine
dihydrochloride) in tablet (between 90% and
110% of label claim)./ Ot 9,0 mr g0 11,0 mr
C, H,5CIN,05-2HC1 (nerupuzunaa
nurugpoxiaopun) B tadnerke (ot 90 % mo
110 % oT HOMHHAITEHOTO CONCPKAHHS).

Remarks : The Product confirms to ND/

Hpumeuanue: IIpoaykT coorBeTcTBYET TpeboBanmsam HJI

Conclusion : APPROVED /
3axarouenne: OJJOBPEHO
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Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIM3A

Product : Cetrine film-coated tablets 10 mg

Tpopyxr: IleTpuH, TabNeTKH, HOKPHITEIE MIeHOYHOH abonoukoid, 10 mr
Batch No / B2400735 Batch Quantity / : 955.000 KG/
| Cepust Ne - O61beM cepui 955,000 KI" _
Analytical Report No / 2002FP24000810 Date of Analysis / 29-03-2024
Ananurnyeckuii oTuer No Jara ananusa -
Date of Manufacture / 03/2024 Date of Expiry / 02/2027
Jara npou3BoacTea T'onen oo

Analysis performed according ND / Ananus nposexaex no HI: TIN013283/01-130723

Subdivision of tablets /
OnHopoaHOCTH Mace MpH
neJeHHH Ta0JIeToK

K

Complies as prescribed /
CooTBeTCTRYET TPeOOBAHUAM

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. /
TabeTku COOTBETCTBYIOT TpPeOOBAHHMSAM,

ecmm He ©Ooiee 1 enUMHMUYHAas Macca
oTKJIoHAeTcs 3a mpefenstl 85 % - 115 % ot
cpenHen MAacCCHL TabGmeTkn He

COOTBETCTBYIOT TpeOOBaHUAM, eciu Oojee
yeM | HHAMBHIYaTbHAS MACCA OTKJIOHSIETCS
OT 9THX TOpPENeNoB  HWIH, ecam 1

WHAWBUAYaJbHAsA Macca OTKIIOHJMETCA 3a
npenensl 75 % - 125 % ot cpegHeit Macchl.
9 |Microbiological purity* / Mukpoouonorudeckas 4ucrora*

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

Count / Obmiee umciao He 6oxnee 1000 KOE/r

a3poOHBIX MUKPOOPraHH3MOB

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

moulds count / O6uiee uuciao He 6omee 100 KOE/r

JPOMCKEBBIX U MJIECHEBBIX

rpuboB

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

OrcyTctBue B 1 1

Remarks : The Product confirms to ND/

IIpuMedanme: IIpoayxT coorBercTByeT Tpebonanuam HII

Conclusion : APPROVED /
3axiauenne: OJJOBPEHO

WI-GLOB-QA-0669-2.0
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Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTUDOUKAT AHAJIU3ZA

Product : Cetrine film-coated tablets 10 mg
Tpoayxr: LlerpuH, TabJeTKH, HOKPbIThIE MICHOYHOH 000104KOM, 10 Mr

- 955.000KG/

Batch No / B2400735 Batch Quantity /

| Cepus Ne - O6peM cepun 955,000 KT’ |
Analytical Report No / : 2002FP24000810 Date of Analysis / 29-03-2024
Ananutuyeckuii oTuer No - Jara ananusa |
Date of Manufacture / . 03/2024 Date of Expiry / 02/2027
Jara npousBoacTaa T'opmen no I

Analysis performed according ND / Ananus nposeaen no HJI: IT N013283/01-130723

10 tablets in PVC/PVDC//aluminum blister.

10 | Packaging / YnakoBka 10 tablets in PVC/PVDC//aluminum
blister. 2 blisters and patient | 2 or 3 blisters and patient information leaflet
information leaflet in a carton. / ITo | in a carton. / Ilo 10 rabmerox B
10 TabJIETOK B | IIBX/TIBJX//aromuHnesoM Gimcrepe. 1o
TIBX/AIBJIX//antoMuHueBoM 2 unu 3 GnucTepa BMECTE C MHHCTPYKLHMEN 110
Gaucrepe. ITo 2 Gnucrepa BMecTe C | IPUMEHEHUIO  YNAKOBAaHBI B [A4Ky
UHCTPYKIMEil 10  NPUMEHEHHIO | KapTOHHYIO.
YITAKOBAHB! B TIAYKY KAPTOHHYIO.

11 | Labeling / MapkupoBka chording to ND / B cootBerctBun ¢ HJJ

12 | Storage conditions / At temperature below 25 °C. / IIpu remneparype He Bhinie 25 °C.

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

*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 / IIposodumes npouseooumenem npu eblnycKe nepuoouUtecKu. ous
kascoot 20-ou cepuu unu ne menee 1 pasa ¢ 200. Hoxkazamens modcem Goime He exmover ¢ Cepmugpuram

ananuza gupmol.

Remarks : The Product confirms to ND/
IIpumeuanne: IIpoaykT coorBeTcTBYET TpeboBanmsm HJ|

Conclusion : APPROVED /
3akmwuyenue: OJOBPEHO
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