Dr.Reddy’s €5¢

CERTIFICATE OF ANALYSIS

CEPTHDOUKAT AHAJIM3A

Product : Cetrine film-coated tablets 10 mg

| [Tpoayxrt: LleTpuH, TabaeTkH, NOKpsIThIe MICHOUHOIH 000s04KO#, 10 Mr

Batch No / : B2302905 Batch Quantity / 1 955.000 KG /955,000 KT’

Ob6bem cepuu

| Cepust Ne

AHanutnyeckuii otueT Ne

Analytical Report No / : 2002FP23002167 Date of Analysis / : 11-09-2023

JlaTa aHanu3a

):[aTa MPOU3BOACTBA

Date of Manufacture / : 08/2023 Date of Expiry / 1 07/2026

['opeH a0

Analysis performed according ND: / Anaaus nposeaen no H/I: 1 NO13283/01-170223

Page 1 of 5/Crp.1u3 5

Ne Test / Iloka3aTean Result / Pe3ynbTaThl 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 section.
/ Kpyrinble 1BOSIKOBBIYKJIbIE / Kpyrnbsle nBOSIKOBBIMYKJIbiE TabieTkH,
TabNEeTKH, MOKPBIThIE [IEHOYHOM MOKPBIThIE MJIEHOUHOU 000J0uKOl 6Genoro

000/104K0#t Gesioro uBeTa, ¢ pUCKOM UJIM OYTH BeNoro LBeTa, ¢ PUCKO Ha O4HOI
Ha ogHOM cTopoHe. Ha nonepeynom | ctopoxe. Ha nonepeuHoM paspese sapo or
paspese s1po 6enoro usera. 6enoro 1o noytu 6enoro UBeTa.

2 | Identification. Cetirizine / IlogainanocTe. leTnpusun

1. HPLC/BD2XX

Complies as prescribed / The retention time of the main peak in the
CooTBeTcTBYET TpeOOBaAHUAM 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 yaepkuBaHusi OCHOBHOIO
nMKa Ha XpOMAaTOrpamme HCMbITYEMOro
pacTBOpa AOKHO COOTBETCTBOBAThH BPEMEHHU
YOCPXKMBAHUSL ~ OCHOBHOrO  MWUKa  Ha
XpoMarorpaMMe pacTBOpa CTaHAAPTHOrO
obpasLa LeTupu3iHa rugpoxnopuia (pasgen
«KonuuecTBeHHOE OnpeaeieHue).

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

IIpumeuannue: [IponykT coorserctyeT TpeGoBanusam HJJ 3axmouenue: OJJOBPEHO

Prepared by / [Toarotosneno: Checked by / ITposepeHo: Approved by: Manager/Executive /

D. Latha- Quality Control- Team G. Bhanu Chandar- Quality OpnobpeHo: Menemxep / PykoBoauTels

Member l ) Control- Team Member Ajay Kumar- Quality Assurance- Team
- ] 8 ,] Member Qﬁ

Date /JlaTa: 12-09-2023 Date /[Jata: 12-09-2023 Date /[lata: 12-09-2023




| ..
Dr.Reddy’s ‘,’o‘

CERTIFICATE OF ANALYSIS

CEPTUDOHUKAT AHAJIM3A

Product : Cetrine film-coated tablets 10 mg
[TponykT: LleTpuH, TabneTiku, NOKpbITbIE NAEHOUHOH 0000uK0#, 10 MI

Batch No / : B2302905 Batch Quantity / : 955.000 KG /7 955,000 KT
Cepus Ne O6bem cepuu

Analytical Report No / : 2002FP23002167 Date of Analysis / : 11-09-2023
AHanuTudeckuit otuer Ne Jara ananuza

Date of Manufacture / : 08/2023 Date of Expiry / : 07/2026

JlaTta npou3BoACTBa ['oaen no

Analysis performed according ND: / Ananus nposegen no HJI: [T N013283/01-170223

Page2 of S5/ Crp. 2 u3 5

2. UV spectrophotometry /
Y®-cnekrpodoromeTpus

Complies as prescribed /
CootBeTcTBYET TpeOOBAHHUAM

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. / V®d-cnektpsl
MOrJIOWEHUA HCMBITYEMOrO pacTBOpa U
pacTBopa CTaHAAPTHOrO obpasua
LUETHPU3UHA TUAPOXJIOPHAA B 0OAACTH OT
200 1o 400 HM 1OJKHBI UMETH MAKCUMYMbI
MOrJIOWIEHHUs NPU OJHOM U TOU *e AnuHe
BOJIHBI C IOMYCTUMbIM OTKIOHEHUEM £ 2 HM.

3 | Water / Bona

2.6%w/w / 2,6%

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

4 | Uniformity of dosage units /
OaHOPOAHOCTH JO3HPOBAHHS

4.5/4,5

The acceptance value (AV) should be less
than or equal to 150 / [Ilokasarens
npuemaemoctd (AV) nomkeH ObiTh He BoJee
15,0.

5 | Dissolution / PacTBopeHue

Not less than 80 % (Q) of nominal content of
C21H25sCINO5-2HCI (Cetirizine
Dihydrochloride) after 30 min. / He meHee
80 % (Q) OT HOMMHANBLHOIO COAECPIKAHMS
C11H35sCIN,O3-2HCI (uetTupusnHa
auruapoxnopun) yepes 30 MuH.

'ﬁmarks : The Product confirms to ND/
IIpumeuanne: [Ipoaykt coorBetcTByeT TpeboBausam HJT

Unit-1/ Ta6n.-1 100%
Unit-2 / Ta6n.-2 100%
Unit-3 / Tabn.-3 97%
Unit-4 / Tabn.-4 98%
Unit-5 / Tabn.-5 98%
Unit-6 / Taba.-6 100%

Il

Conclusion : APPROVED /
3axiawuenne: OJOBPEHO

Prepared by / [Toarorosneto:
D. Latha- Quality Control- Team

Member Lf_%{,r

Control- Team Member

Checked by / TTposepeHo:
G. Bhanu Chandar- Quality

Approved by: Manager/Executive /
OnobpeHo: Menemxep / PykoBoauTens
Ajay Kumar- Quality Assurance- Team
Member

m Qxfl\

Date /Jlara: 12-09-2023

Date /Iara: 12-09-2023

Date /[Tara: 12-09-2023




Dr.Reddy’s Q':’

CERTIFICATE OF ANALYSIS
CEPTHO®UKAT AHAJIM3A

Product : Cetrine tilm-coated tablets 10 mg
[TponyxT: LleTpun, TabieTkH, NOKPbLITHIE MIEHO4HOH 0060n0uKOl, 10 M

Batch No / : B2302905 Batch Quantity / : 955.000 KG /955,000 KIC
Cepust Ne O6bem cepuu

Analytical Report No / : 2002FP23002167 Date of Analysis / ¢ 11-09-2023
AHanuTuueckuit otyet Ne Jata aHanu3a

Date of Manufacture / : 08/2023 Date of Expiry / : 0772026

Jlata npon3BoACTBa ["open no

Analysis performed according ND: / Anann3s nposegen no HJ/I: I1 N013283/01-170223

Page3of 5/Crp. 3 u3z 5

6 | Related Substances / PogcTBennble npumMecu

Not more than 0.2 % / He 6oaee 0,2 %

Not more than 0.2 % / He Gonee 0,2 %

Impurity A / Tlpumecs A Not detected / He oOHapyxeHa
iRty BY Mpinges B Less than LOQ (LOQ=0.010%) /
Impurity C / [Ipumecs C Huxe npenena KoaUM4eCTBEHHOTO

Not more than 0.2 % / He 6onee 0,2 %

onpenaenenus (ITKO = 0,010%)
Less than LOQ (LOQ=0.017%) /

Impurity D / ITpumecs D

Not more than 0.2 % / He 6onee 0,2 %

Impunty E/ ledMer E Huxe npeaciia Konu4eCTBEHHOro

Not more than 0.2 % / He 6ouiee 0,2 %

Impurity F / [Tpumecs F onpeaenenus (ITKO = 0,017%)

Not more than 0.2 % / He 6ousee 0,2 %

Any individual unidentified | Not detected / ne oGnapysxena
impurity / Jlrobas eaMHuuHas
He“ﬂeHTM(bl/lLalOBaHHaﬂ Not detected / e 06Hapy){<eHa

npuMech
Not detected / He o6HapysxeHa

Not detected / He oGHapy»xeHa

Not more than 0.2 % / He 6onee 0,2 %

Total impurities / Not detected / He oOHapyxeHa
Cymma nmpumeceii

Not more than 2.0 % / He 6onee 2,0 %

7 | Assay / KoninyecrBeHHnoe 9.95 mg /9,95 mr
onpenenenne 99.5% / 99,5%

From 90 mg to 11.0 mg of
C21H2sCIN,O3-2HCI (Cetirizine
dihydrochloride) in tablet (from 90.0 % to
110.0 % of  label claim). /
Ot 9,0 mr go 11,0 mr C3;H25CIN,O3-2HCI
(ueTvpu3uHa AUrMAPOXJIOpUA) B TableTke
(ot 90 % po 110 % OT HOMMHANBLHOrO
coepXKaHus).

Remarks : The Product confirms to ND/
[Ipumeuanue: [Ipoaykr coorBeTcTBYET TpeboBanusm HJL

Conclusion : APPROVED /
3aknwuenne: OJJOBPEHO

Prepared by / [loarotosneno: Checked by / ITposepeHo:
D. Latha- Quality Control- Team G. Bhanu Chandar- Quality

Member l_ g%f.,. Control- Team Member

Approved by: Manager/Executive /
Onobpeno: Menemkep / PykoBoautens
Ajay Kumar- Quality Assurance- Team
Member a

]

Date /[laTa: 12-09-2023 Date /[aTa: 12-09-2023

Date /Jlata: 12-09-2023




| .
Dr.Reddy’s Q,’.‘

CERTIFICATE OF ANALYSIS

CEPTHUOUKAT AHAJIU3A

Product : Cetrine film-coated tablets 10 mg

IMponykt: LieTpuH, TabneTku, NokpbIThie NAEHOYHOU 060m0uKOM, 10 Mr

Batch No / : B2302905 Batch Quantity / : 955.000 KG / 955,000 KI"
Cepus Ne O6bem cepun

| Analytical Report No / : 2002FP23002167 Date of Analysis / : 11-09-2023
AHanuTUYeCKuh oTyeT No [lata aHanu3a
Date of Manufacture / : 08/2023 Date of Expiry / 1 07/2026
Hata npousBoactsa ["onen no

Analysis performed according ND: / Ananu3 nposeaen nmo H/I: IT N013283/01-170223

Page 4 of 5/ Crp. 4u3z 5

8 | Subdivision of tablets /
OaHopoaHoCTh Mace npu
JeneHnH TabIeToK

Complies as prescribed /

CootseTcTByeT TpeGOBaHUAM

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. /
TabneTku COOTBETCTBYIOT —TpeGOBaHUAM,
eciy He Oonee | enMHMuHas Macca
OTKJIOHSIETCS 3a npenaedsl 85 % - 115 % or
cpenHeit Macchbl. Tabnerxu He
COOTBETCTBYIOT TpeOOBaHUsIM, ecau Oosee
dyem | MHAMBUAYaNbHAS MAcca OTKJIOHSETCS
OT 93THUX MNpeaenoB  wau, ecnd |
VMHAMBUAYaNbHAs Macca OTKJIOHSIETCS 3a
npeaenst 75 % - 125 % ot cpeateii Macchl.

9 | Microbial enumeration tests* / MukpoGuoioruyeckas Yyucrora*®

a) Total Aerobic Microbial
Count / O61ee uncno
a’pOOHBIX MUKPOOPraHM3MOB

Not Applicable

Not more than 1000 CFU/g /
He 6onee 1000 KOE/r

b) Total Combined Yeast and
moulds count / O6Luee uncno
JIPONOKEBBIX U MIECHEBBIX
rpubos

Not Applicable

Not more than 100 CFU/g/
He 6onee 100 KOE/r

¢) Escherichia Coli Not Applicable

Shell be absent in 1 gram /
OrcytctBue B 1 T

Remarks : The Product confirms to ND/
IIpumeuanne: ITpoaykr coorBeTcTBYeT TpeGoBauusam HJT

Conclusion : APPROVED /
3akmouyenune: OJJOBPEHO

Prepared by / IToarorosneHo:
D. Latha- Quality Control- Team

Member ‘ g

Checked by / [Tposepeno:

Control- Team Member

G. Bhanu Chandar- Quality

Approved by: Manager/Executive /
Opnobpeno: Menenxep / PykoBoautenn
Ajay Kumar- Quality Assurance- Team
Member n

]

Date /Jara: 12-09-2023 Date /J{ata: 12-09-202%

Date /[lata: 12-09-2023




Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS

CEPTUOHUKAT AHAJIM3A
Product : Cetrine film-coated tablets 10 mg T
[Tpouyicr: LleTpi. Tadaerki, nokpbiThie MieHo4HoH o6onoukoi, 10 Mr
Batch No / : B2302905 Batch Quantity / : 955.000 KG / 955,000 KI©
Cepus Ne O0bbem cepuu
Analytical Report No / : 2002FP23002167 Date of Analysis / : 11-09-2023
Ananutudeckuil otyet No Mara aHanuza
Date of Manufacture / : 08/2023 Date of Expiry / :» 07/2026
JlaTa npousBoacTBa ['oneH a0

_Analysis performed according ND: / Anasim3 nposeaen no HJ/I: I1N013283/01-170223

Page S5of S/ Crp. 5u3 5

10 | Packaging / YnakoBka 10 tablets in PVC/PVDC//aluminum | 10 tablets in PVC/PVDC//aluminum blister.
blister. 2 blisters and patient | 2 or 3 blisters and patient information leaflet
information leafletina carton./I[To 10 | in a carton. / Tlo 10 Tabnerok 8
Tabnerok B [ [IBX/TIBJIX//amomuuueBom 6Gauctepe. [lo
[IBX/TIBJIX//antomuHueBOM 2 unu 3 GnucTepa BMECTE C UHCTPYKLUHMEH 1O
Gnncrepe. 2 GaucTepa BMECTE C | MPUMEHEHUIO  yMakOBaHbl B Mauky
MHCTPYKUMEH MO  NPUMEHEHHUIO | KAPTOHHYIO.

YMaKOBaHbI B Na4YKy KAPTOHHYIO.

11 | Labeling / MapkupoBka According to ND / B cootsetctuu ¢ HJJ
12 | Storage conditions / At temperature below 25 °C. / [Ipu Temnepatype He Bbitue 25 °C.
XpaHenue

13 | Shelf life / Cpok rognocTu 3 years /3 roga

* - Performed by the manufacturer at release periodically: every 20-th batch or at least once a year. The
parameter may be absent from the Company's certificate of analysis. /

* - [IpoBOAMTCSA NPOU3BOANTEEM NPH BhIMYCKe NEPUOAHMYECKH: ISt K201 20-0ii cepun UM He MeHee
1 pasa B roa. IloxazaTennr MoXKeT GhITh He BKJIIOUYEH B CePTHOHUKAT aHANM3A PUPMBI,

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

IIpumeuanne: [IpoaykT coorBeTcTBYET TpeGoBanusimM HJJ 3akaouenue: OJJOBPEHO

Prepared by / [Toarotosneto: Checked by / I1posepeHo: Approved by: Manager/Executive /

D. Latha- Quality Control- Team G. Bhanu Chandar- Quality Opnobpeno: Menemxkep / Pykosoaurens

Member Control- Teamm Member Ajay Kumar- Quality Assurance- Team
_ égj Member C(T

Date /[laTa: 12-09-2023 Date /[Tata: 12-09-2023 Date /[Jata: 12-09-2023




