Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTHOMKAT AHAJIU3IA

Product ; Cetrine film-coated tablets 10 mg

Tpoxnyxt: IleTpun, TabaeTkn, HOKPHITHIE MIEHOYHOA 060m104KOH, 10 MI

Batch No / : B2401363 Batch Quantity / : 955.000KG/
Cepus Ne ] O6beM cepuH 955.000 KI"
Analytical Report No / : 2002FP24001056 Date of Analysis / : 30-04-2024
AHasnTnyeckuii orget Ne Jara apanusa

Date of Manufacture / . 04/2024 Date of Expiry / : o 03/2027

Jata npou3BoAcTBa Toxen no

Analysis performed according ND / Anaius nposeznes no HI[: IIN013283/01-130723

Ne Test / Iloka3aTean

Result / PesyabTaTsl

Specification / Hopma

1 | Description / Onncanue White colored, round, biconvex film-
coated tablets with a break line on
one side. White core on cross section.
/ Kpyriiple JBOSIKOBBITYKIIBIE
TabIIEeTKH, TOKPHITHE INIEHOUHOH
000oyKo#i 6enoro upeTa, ¢ pHCKOH
Ha ofiHO# cTopoHe. Ha monmepedynoM
paspese sa1po Oenoro LBeTa.

White or off-white colored, round, biconvex
film-coated tablets with a break line on one
side. White to off-whit¢ core on cross
section. / Kpyriele ABOSKOBBIMYKIIBIE
TabJIETKH, ITOKPBITHIE IICHOYHOM
o6oJIouKoll 6emoro HIM IIOYTH Oeoro
UBeTa, C PHCKOM Ha OOHOM cropome. Ha
MOTIEPEYHOM paspese AHpO oT Genoro 1o
nouTH 6eIoro IBETA.

Remarks : The Product confirms to ND/

ITpumeuanue: [IponykT coorBercTBYeT TpeboBanmam HJI

Conclusion : APPROVED /
3akmouenne: OJJOBPEHO
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Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTHOHKAT AHAJIM3A

TMpoayxr: Lerpus, rabiery, NOKPLITHIE IeHOYHON obomoukoi, 10 Mr

“Product : Cetrine film-coated tablets 10 n;g

Batch No / : B2401363 Batch Quantity / : 955.000 KG / -
Cepust Ne O6beM cepun 955,000KI"

Xnalytical Report No / 2002FP24001056 Date of Analysis / 30-04-2024

AnanuTuyeckui oryer No Jara aHanusy i

Date of Manufacture / 04/2024 Date of Expiry / 03/2027 T
Jara npouspoactaa 1T'oneH jio |

Analysis performed according ND / Ananu3 nposenen mo HJI: TI N013283/01-130723

2

Identification. Cetirizine / llopiunnocts. IleTHpU3NH

1. HPLC/B3XX

Complies as prescribed /
CooTBeTCTBYET TPEOOBAHUAM

The retention time of the main peak in the
chromatogratn - 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 ynmepsxuBanus
OCHOBHOr0 MHKa Ha  XpOMATOrpaMMe
UCIBITYEMOTO pacTBopa IOIDKHO
COOTBEICTBOBATh BPEMEHH  yAEpPKMBAHHS
OCHOBHOIO MHKa HAa  XpOMaTorpamMe
pacTBOpa CTaHZAPTHOTO obpasIa
LEeTUPU3HHA TUIPOXJIOPH A (pazmen
«KonuuecTBeHHOE ONPEAEICHUE).

2. UV spectrophotometry /
YV ®-cnexkrpodoToMeTpus

Complies as prescribed /
CootBercrByeT TpeGOBaHIAM

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®-cuexTpn
MOTJIOMIEHHsT HUCTBITYEMOTO PacTBOpa H
pacTBopa CTAHHAPTHOTO obpasra
LETUPU3HHA THAPOXJIOPHUAa B OOJIACTH OT
200 1o 400 HM IOJDKHBI UMETH MaKCUMYMEBI
TIOTJIONICHUS TIPH OJHOW M TOM k€ JIIUHE
BOJIHBI C JIONYCTUMBIM OTKJIOHEHHEM + 2
HM.

Water / Boaga

2.3% wiw /2,3%

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

Uniformity of dosage units /
Ognopoanocrs
JA03HPOBAHHSA

27127

Acceptance value (AV) should be not more
than 15.0 / Iloka3atenp TPUEMIIEMOCTH
(AV) pomxen ObITh HE Oosiee 15,0.

Remarks : The Product confirms to ND/
Ipumeyanue: IIpoaykr coorseTcTBYET TpeboBanmsaM HJI

Conclusion : APPROVED /
3akmoyenue: OJJOGPEHO

WI-GLOB-QA-0669-2.0

Printed By: K Narayana Swamy

Page 2 of 6

Printed Date & Time (IST):

30-04-2024 11:19:25



Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHAJIM3A

Product : Cetrine film-coated tablets 10 mg
Mponaykr: Llerpun, TableTKH, HOKPEITHIE IIEHOUHOH 060109K0#, 10 MP

. 955.000KG /

Batch No / : B2401363 Batch Quantity /

Cepus Ne . O6nem cepun 955,000KI"

Analytical Report No / 2002FP24001056 Date of Analysis / 30-04-2024
Anaymradecknii order No JMara aganusa

Date of Manufacture / 04/2024 Date of Expiry / 0372027 —
| Jlara npoussoicrea lonen 1o

Analysis performed according ND / Ananu3s nposeaes no HII: TTN013283/01-130723

omnmpexaeeHue

99.5% 7 99,5%

5 | Dissolution / PacrBopenue Unit-1/ Ta6m.-1 101% Not less than 80% (Q) of the labeled amount
] of  CyHysCIN,O3-2HCI (cetirizine
Snitig Taone=2 100% | yihvdrochloride) after 30 min. / He memee
Unit-3 / Tabn.-3 99% 80 % (Q) OT HOMMHAIBHOTO CcofepKaHHUA
- Cy1H,5CIN,05-2HCI (ueTnpusuHa
= 0
Unit-4 / Tabmn.-4 102% IMTHApOXIOpH) Yepes 30 Mux,
Unit-5 / Ta6um.-5 97%
Unit-6 / Tabn.-6 102%
6 [Related Impurities by HPLC/
PoacTBeHHbIe IPUMeCH
Impurity A / Ilpumecs A Less than LOQ (LOQ = 0.019%) / Not more than 0.2 % / He 6oxnee 0,2 %
= Hwxe npenena KOJIUMIECTBCHHOIO B =
Impurity B / ITpumecs B onpenenenna (IIKO =0,019 %) Not more than 0.2 % / He 6onee 0,2 %
Impurity C / IIpumecs C 0.01% / 0.01% Not more than 0.2 % / He 6oiee 0,2 %
Impurity D / IIpumecs D Less than Limit of Detection (LOD = Not more than 0.2 % / He 6onee 0,2 %
Impurity E / ITpumecs E 0.006%) / Huxe npenesna Not more than 0.2 % / He 6osnee 0,2 %
- 6 10 = 0,006Y
Impurity F / ITpumecs F 0buapyicenm ( %) Not more than 0.2 % / He 6omee 0,2 %
—— - - Not detected / ve oOHapyxeHa
Any individual unidentified Not more than 0.2 % / He 6ostee 0,2 %
impurity / Jro6as eguamunas | 0.03% /0,03%
HEHJCHTH)HUMPOBaHHAA Not detected / He 06HapyXeHa
TIPUMECH
0.07%/0,07%
Total impurities / 0.2%/0,2% Not more than 2.0 % / He Gonee 2,0 %
CymMa npumeceii
7 | Assay / KosimyecTBeHnoe 9.95mg/9,95 mr Not less than 9.0 mg and not more than 11.0

mg C2 |H25C1N203 2HC1 (cetirizine
dihydrochloride) in tablet (between 90% and
110% of label claim)./ Ot 9,0 Mr mo 11,0 mr
C, H,5CIN,O5-2HCI (uetupusmna
muruipoxsiopun) B tabmerke (ot 90 % mo
110 % OT HOMHHAIIBHOTO COJICPKAHUS).

—

Remarks : The Product confirms to ND/
Ipumeuanue: lIpogykT coorBercTBYET TpeOoBanuaM HJI

Conclusion : APPROVED /
3akmoueHue: OJJOGPEHO

WI-GLOB-QA-0669-2.0

Printed By: K Narayana Swamy

Page 3 of 6

Printed Date & Time (IST):

30-04-2024 11:19:25



Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTH@®HKAT AHAJIU3A

[ Product : Cetrine film-coated tablets 10 mg
| Mponykt: Lerpun, TaGieTk, HOKPBITHIE IIEHOUHOH 060104K0#, 10 Mr

- 955000KG /

Batch No / : B2401363 Batch Quantity /
| Cepust Ne O6beM cepiu 955,000 KI"
Analytical Report No / 2002FP24001056 Date of Analysis/ 30-04-2024 o
AnanuTHYeCKUH oTyeT Ne _ Jlra ayanusa
Date of Manufacture / 04/2024 Date of Expiry / 03/2027
Hata npousBoJCTBa lojten o

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

8 | Subdivision of tablets / Complies as prescribed / The tablets comply with the test, if not more
OXHOPOAHOCTH Macc IPH CoOTBETCTBYET TPEOOBAHUAM than 1 individual mass is outside the limits
JeJIeHUU TalJIeTOK 0l 85 % Lo 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 COOTBETCTBYIOT — TpeGOBaHMUSM,
ecnu He Oonee 1 exwHuMyHas Macca
OTKJIOHSETCS 3a Tpefensl 85 % - 115 % ot
cpem-lcﬁ"_ MAacCEL. Tabierxu He
COOTBETCTBYIOT TpeGoBaHIsIM, ecnu Oosee
yeM | MHOMBHAYaIbHAs MACCa OTKIIOHASTCS
OT OJTHUX TpeaeNoB uiu, ecad 1
WHOMBUAYyaNbHAS Macca OTKIOHAETCA 3a
npenensl 75 % - 125 % ot cpenueit maccsl.

9 |Microbiological purity* / MukpoGuosorudyeckasi yucrora*

a) Total Aerobic Microbial Not Applicable Not more than 1000 CFU/g /
Count / Ob1ee uncio He 6onee 1000 KOE/r
a3pOOHBIX MUKPOOPTraHU3MOB

b) Total Combined Yeast and Not Applicable Not more than 100 CFU/g /
moulds count / O61iee yucno He 6onee 100 KOE/r
JPOXOKEBBIX M IUIECHEBBIX

rpu6oB

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

OtcytcTBHEB 1 T

Remarks : The Product confirms to ND/
IIpumeuanne: Hponykr coorsercTyer TpeboBanmsim HJL

Conclusion : APPROVED /
Baknwovyenue: OJOBPEHO

WI-GLOB-QA-0669-2.0
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Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHAJIH3A

Product : Cetrine film-coated tablets 10 mg
poayxkr: LleTpun, TaGIeTku, HOKPHITHE WICHOUHOH 060104k, 10 mr

Batch No / : B2401363 Batch Quantity / : 955.000KG /| =
Cepust Ne ) B B O6BeM cepumn 955,000KI"
Analytical Report No / 2002FP24001056 Date of Analysis / 30-04-2024 Bl
Ananurynueckui oryer Ne JMara aHanuza

| Date of Manufacture / 04/2024 Date of Expiry / 03/2027

| JaTa niponseoicisa Touen 1o

Analysis performed according ND / Ananus nposeznes o HJI: IT N013283/01-130723

|

10 tablets in PVC/PVDC//aluminum

10 tablets in PVC/PVDC//aluminum blister.

10 | Packaging / YnakoBka
blister. 2 blisters and patient | 2 or 3 blisters and patient information leaflet
information leaflet in a carton. / ITo |in a carton. / Io 10 raGuerok B
10 TabJ1eTOK B | [IBX/TIB/IX//amomMuHueBOM Gnuctepe. 1o
MBX/IIBJIX//antoMuEIEBOM 2 vnu 3 GnucTepa BMECTE C HHCTPYKIMEH 110
6mucrepe. ITo 2 Gaucrepa BMECTe ¢ | NPUMEHEHMIO  YNAKOBAHBI B [(a4Ky
UHCTPYKIMEH 1[0  NPUMEHEHHMIO | KAPTOHHYIO.
YIIAKOBAHBI B TAYKy KapTOHHYIO.

11 | Labeling / Mapkupogka According to ND / B coorsercTeun ¢ HJI

12 | Storage conditions / At temperature below 25 °C. / Ipu TemnepaType He Bbime 25 °C.

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

*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 / [Iposodumcs npouseodumenem npi 8blnycKe NePUOOUHecKu. ons
Kkaoicoou 20-oti cepuu unu ne menee 1 pasa ¢ 200. [Tokazamenv modicem buimb He sxnoyer 6 Cepmudghuxam

ananuza gupmei.

Remarks : The Product confirms to ND/
Mpumevanne: Mponykt coorBercTByer TpeboBanmam HJI

Conclusion : APPROVED /
3axmouenne: OJOBPEHO
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Uncontrolled Copy

ELECTRONIC SIGNATURES
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