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CERTIFICATE OF ANALYSIS

CEPTUO®UKAT AHANT3A Page10of4/Ctp. 1u3 4
Product : Cetrine film Coated_{zﬁéfs, 10 mg ) o o ) -
il’lpo,uyxr LieTpuH® TabneTtky, nokpbITsle NNEeHoUHo 060104KoN, 10 Mr o
Batch No / : B2100304 Batch Quantity / : 661.000 KG/
Cepus Ne - B ~ |Obbem naptum 661,000 KIC
Analytical Report No / : 2002FP21000278 Date of Analysis / : 10/02/2021
AHanuTuYeckuii oTyer Oata aHanusa
Ne
Date of Manufacture/  : 01/2021 ~ |Date of Expiry / : 12/2023
Harta npousBoacrea lopex po

Analysis performed acc—ordi'rig ND / Ananus npoBeaeH no HA: M N013283/01-160919 (amend Ne 1

| from 12.05.2020 / nam. Ne 1

o1 12.05.2020)

| Ne | Test / NokazaTtens | Result / Peaynbrathl
1 | Description / Onuncanune | Complies as prescribed /
CootBeTcTByeT TpeboBaHNAM

|

| |

2 | ldentification by HPLC/ Complies as prescribed /
MopnuHHoCcTL CooTseTtcTayeT
|

3 'Average weight / Cpennss macca 190.6 m§ /190,6 mr
‘ |

4 |Dissolution / Pacteopenne | 95%, 97%, 97%,

I 101%, 98%, 96%

| Specification / Hopma

White or off white coloured, round,
biconvex film coated tablet with a
breakline on one side. White to off-white|
core on a cross section. / prrnb|e|
[ABOSIKOBbINYKNbIE TabNeTkW, MNoKpbiTbie
nneHouHon obonoykoit Germoro  wnu'
noutu 6enoro LBeTa, C PUCKON Ha OgHON
cTopoHe. Ha nonepeyHom paspese -
AApo o1 6enoro Ao noytn Benoro LeeTa.
The retention time of the main peak

in the chromatogram of test solution
should correspond to the retention

time of the main peak in the
chromatogram of sparfloxacin
reference standard solution (section
|Assay). /

|Bperv|ﬂ yAEPXUBAHUA OCHOBHOIO NuKa
Ha XpomaTtorpaMme  UCMbITYEMOro

pacteopa [OMKHO COOTBETCTBOBATb
BPEMEHN YAEPXUBAHUS OCHOBHOrO
fyuKka Ha xpomaTtorpamme pactsopa
cTavpapTHoro obpasua yeTupusPuHa
rmapoxnopuaa (pasgen
«KonnuectseHHoe onpeaenermne).
191.0 mg £ 3.0% (185.3 mg-196.7 mg)
191,0 mr £ 3,0%
196,7 mr)

Not less than 80% (Q) of the labeled
amount of C21H25CIN203- 2HCI
((cetirizine dihydrochloride) is
dissolved in 30 minutes /

He menHee 80 % (Q) ot
[HOMUHanNLHOro cofiepanmns

(oT 1853 wmr Ao,

Remarks : The Product confirms to ND/
Npumeyanue: Mpoaykt cootBeTcTByeT TpebosaHusm H/

Conclusion : APPROVED /
3aknruenune: OQOBEPEHO

Prepared by /

[NoarotoBneHo: ﬂ %

Checked by /
MpoBepeHo:

&

Approved by: Manager/Executive /
OpobpeHo: MeHepxep / Pykosogutens

Date /
| QaTa: 10/02/2021

Date /
Hata: 10/02/2021

Date /
Hata: 10/02/2021

Registered Office : 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500 034, Telangana, India. CIN : L85195T(G1984PLC004507
Tel : +9140 4900 2900, Fax : +9140 4900 2999 Email : mail@drreddys.com www.drreddys.com

Factory : Survey No. 42, 45 & 46, Bachupally Village, Bachupally Mandal, Medcha! Malkajgiri District, Pin Code - 500 090,
Telangana, India. Tel : 9140 4464 2202 & 2203, Fax : 9140 4464 2276, www.drreddys.com
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CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHAJTTU3A

'Product : Cetrine film coated tablets, 10 mg

Npoaykr LIeTpnH® TabneTku, NOKpbITble NAEHOYHOW 060104KOMR, 10 Mr

Batch No / : B2100304 |Batch Quantity / 1 661.000 KG/

Cepua Ne - - _|O6kem napTum 661,000 KI"

Analytical Report No/  : 2002FP21000278 Date of Analysis / : 10/02/2021

AHanuTuyecku otyer Hara aHanusa

Ne

Date of Manufacture / : 01/2021 Date of Expiry / 1 12/2023

Aata npoussoactBa ) |FopeH go B ]
Analysis performed according ND / AHanu3 nposeaeH no H: M N013283/01-160919 (amend Ne 1
from 12.05.2020 / nam. Ne 1 ot 12.05.2020) -

| Ne

5

Page 2 of 4/Cvp. 21z 4

| Test/ Moka3zatenb

Impurities by HPLC/
PoacteeHHble npumecu
| UeTrpuanHa

a) Impurity A/
rnpumecb A

b) Impurity B/
npumecs B
fc) Impurity C /
inpmmer C

d) Impurity D /
npumecs D

ie) Impurity E /
npumeck E

) Impurity F /
npumecs F
ig) Any unspecified impurity
/ Mobasa egnunyHas
HenaeHTUucnLpoBaHHasn
npumech

h) Total impurities / Cymma
npumecen

i Water / Boga
|
|

| Result / PeaynbTaThl

Not detected / He obHapyxeHa
Less than LOQ (LOQ=0.010%)
Not detected / He o6HapyxeHa
iNot detected / He obHapyxeHa

0.05% / 0,05%

‘No{ detected / He oBHapyxeHa

Not detected / He oBHapyxeHa

0.1% /0,1%

‘3.0 % wiw /3,0 %

Specification / Hopma
C21H25CIN203- 2HCH

(ueTupunamnHa
Auruppoxnopua) yepes 30 MuH,

]

a) Not more than 0.2 % / He bonee 0,2

Yo

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

%

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

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

%

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

%

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

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

ih) Not more than 2.0% /
He bonee 2,0%

| Not more than 8.0% wiw /
He 6onee 8.0 %

Remarks : The Product confirms to ND/
| MpumMeyaHue: MNpoaykT cooTBeTCTBYET TpebosaHuam HJ o

Conclusion : APPROVED /
3aknoyeHue: OJOBPEHO

Prepared by /

[MogroTtoBneHo: a g

Checked by /
MposepeHo:

5

Approved by: Manager/Executive /
OnobpeHo: MeHeaxep / Pykosoantens

/A

Date /
OaTa: 10/02/2021

Date /
HaTa: 10/02/2021

Date /
HaTta: 10/02/2_(_)21

Registered Office : 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500 034, Telangana, India. CIN : L85195TG1984PLC004507
Tel : +91 40 4900 2900, Fax : +91 40 4900 2999 Email : mail@drreddys.com www.drreddys.com

Factory : Survey No. 42, 45 & 46, Bachupally Village, Bachupally Mandal, Medchal Malkajgiri District, Pin Code - 500 090,

Telangana, India. Tel : 9140 4464 2202 & 2203, Fax : 9140 4464 2276, www.drreddys.com
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CERTIFICATE OF ANALYSIS

CEPTUD®UKAT AHAINTU3A Page 30of4/Ctp. 313 4

Product : Cetrine film coated tablets, 10 mg

|I'I;:m,n.:,gl(T : LetpnH® TabneTkun, nokpbIThie NEHOYHON 060104KoM, 10 Mr

|Batch No/ : B2100304 Batch Quantity / : 661.000 KG/
Cepusa Ne - ~ |O6bwemmnaptuum 661,000 KT
IAnalytical Report No/  : 2002FP21000278 Date of Analysis / : 10/02/2021
AHanuTuyeckun otyer Hata aHanusa

Ne

‘Date of Manufacture / : 01/2021 Date of Expiry / 1 12/2023
'Oata npoussoacTtea NNopeH po

Analysis performed according ND / AHanius nposeger no HA: N N013283/01-160919 (amend Ne 1
from 12.05.2020 / n3m. Ne 1 o1 12.05.2020)

Ne | Test / Moka3atenb  Result / Peaynbrats! | Specification | Hopma
7 Microbial limits / '
Mukpobuonoruyeckas yncTtoTa
a) Total aerobic microbial count/ |ess than 10 CFU/g /
|06u.;ee 4MCNo adpPobHbIX Menee 10 KOE/r Not more than 1000 CFU/g /
|MMKpOOpFaHM3MOB He 6onee 1000 KOE/r

|b) Total combined yeasts and :Less than 10 CFU/g /
‘mould count / OBLee yncno MeHee 10 KOE/r
IPOXOKEBBIX W NNECHEBbIX rpubBos
Not more than 100 CFU/g /
c) E. coli Absent in 1g / OTcyTcTeyet B 1r He 6onee 100 KOE/r

Shall be absentin 1g/ OTcytctBue B 11

8 Uniformity of dosage units 46/4,6 The acceptance value (AV) should be
| / OpHopoaHoCTL ' less than or equal to 15.0 / MokasaTtens
|nosnposaHus npuemnemocTtu (AV) AonKeH bbiTb He
Bonee 15,0,
9 Assay / KonnyecteeHHoe 9.85 mg /9,85 mr Each film coated tablet contains not less
onpenenexne | than 9.0 mg and not more than 11.0 mg
| C21H25CIN203-2HCI (cetirizine

‘ ' dihydrochloride) per tablet / Ot 9,0 mr p.o!
11,0 mr C21H25CIN203-2HCI (UetnpusnHa
Avruapoxnopua) B Tabnetke. |

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
MNpumeyvanue: MNpogykt cootseTcTBYET TpebGoBaHusm HA 3aknryeHne: OQOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[MoaroTtosneHo: | g [poBepeHo: OpobpeHo: MeHepxep / PykosoanTens
Date / Date / Date /

Hata: 10/02/2021 Harta: 10/02/2021 fara: 10/02/2021

Registered Office : 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500 034, Telangana, India. CIN: L85195TG1984PLC004507
Tel : +9140 4900 2900, Fax : +9140 4900 2999 Email : mail@drreddys.com www.drreddys.com

Factory : Survey No. 42, 45 & 46, Bachupally Village, Bachupally Mandal, Medchal Malkajgiri District, Pin Code - 500 020,
Telangana, India. Tel : 9140 4464 2202 & 2203, Fax : 9140 4464 2276, www.drreddys.com
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CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHANUN3A Page 4 of 4/Ctp. 4uz 4

Product : Cetrine film coated tablets, 10 mg

MNpopykr @ LleTpuH® TabneTku, NOKpbITbE NAEHOUYHON 060104KOoN, 10 Mr -

Batch No / : B2100304 Batch Quantity / 1 661.000 KG/

CepuaANe - O6Lem napTum 661,000 K

Analytical Report No / : 2002FP21000278 Date of Analysis / : 10/02/2021

AHanunTnyeckum otuer [aTta aHanu3sa

Ne

Date of Manufacture / : 01/2021 Date of Expiry / 1 12/2023

AaTa npoussogcTtea ) Fonex oo o
Analysis performed according ND / AHanus nposegeH no H: M N013283/01-160919 (amend Ne 1
from 12.05.2020 / nam. Ne 1 ot 12.05.2020) o

'Ne  Test/MNokasatennb __|Result/ Peaynbrarts! Specification / Hopma
[10 Package / Ynakoeka 10 tablets in PVC/aluminum 110 tablets in PVC/aluminum blister. 2 or
blister. 2 blisters and patient 13 blisters and patient information leaflet
. information leaflet in a carton. / in a carton. "In bulk" package: 10 blisters
| Mo 10 TabneTok B in a carton. 252 cartons in master carton.
[MBX/antomuHuesom 6nuctepe. | Mo 10 Tabnetok B MBX/antommHnesom
Mo 2 6nuctepa BmecTe ¢ BGnuctepe. Mo 2 unn 3 6nuctepa Bmecte
WHCTPYKLUEN NO NPUMEHEHUIO  [C MHCTPYKLUWUER NO NPUMEHEHMIO
yrnakoBaHb! B Na4Ky KAPTOHHYIO. yNakoBaHbl B NaYky KapTOHHYIHO.
Ynakoska "in-bulk™: Mo 10 6nucrepos
nomMeLLatoT B KapTOHHYO kKopobky. Mo
252 kapTOHHbIE KOPOBKM NOMeLLatoT B |
) . KAPTOHHbI KOPOB. .
11 Labeling / Mapkuposka According to ND / B cootsetcTeum ¢ H ‘
1 - |
12 ' Storage conditions / At temperature below 25 °C. / Mpu Temnepatype He Boiwe 25 °C. |
| XpaHeHue
13 Shelf life / Cpok rogHocTn 3 years / 3 ropa )
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
MpumeyaHue: MpoaykT COOTBETCTBYET TpeBosaHnam HJl 3akntoveHune: O0OBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
MoarotosneHo: | MNpoBepeHo: OpobpeHo: Menepxep / PykosBoguTens
L 4 /7]
Date / Date / Date /
[arta: 10/02/2021 Hata: 10/02/2021 HaTta: 10/02/2021

Registered Office : 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500 034, Telangana, India. CIN: L85195TG1984PLC004507
Tel : +91 40 4900 2900, Fax : +9140 4900 2999 Email : mail@drreddys.com www.drreddys.com

Factory : Survey No. 42, 45 & 46, Bachupally Village, Bachupally Mandal, Medchal Malkajgiri District, Pin Code - 500 090,
Telangana, India. Tel : 9140 4464 2202 & 2203, Fax : 9140 4464 2276, www.drreddys.com



