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Dr.Reddy’s Q-:‘

CERTIFICATE OF ANALYSIS

CEPTUOHKAT AHAJIM3A

Dr. Reddy's Laboratories Ltd.
Formulation Unit-6

Vill. Khol, Nalagarh Read, Baddi,
Distt. Solg&gs.%.,uil}g éggfl?NbIW 4

Product / Ketorol gel for external use 2 % Tel : 491 98166 56001-02
IMpoaykT Keropon®, rens myist HapyKHOT0 npuMeHenus 2 % www.drreddys.com

Batch No / 1 V220193 Batch Quantity / + 31,731.000units /
Cepus Ne Pazmep cepuu 31,731.000eguHuIL
Analytical Report No / : 890001582547 Date of Analysis / + 31.03.2022
AHaJauTHYECKHI oTueT Ne JaTa aHanu3a

Date of Manufacture / : Mar-2022 Date of Expiry / : Feb-2024

Jlara npoH3BOACTEA Togen g0 (BKIL.)

Analysis performed according to ND / Ananus nposenen no H/I: JI1-001080-160621

No Test / [Toka3zaTennb

Result / PesysbTaThbi

Specification / Hopma

1 |Description / Onucanue

Homogeneous semi-transparent gel
with characteristic odor /
OnxHOPOIHBI MONYIPO3paYHbL refb | ONHOPOAHBIH NPO3pauHbIA HWIH
C XapaKTEPHBIM 3aIaxOM.

Homogeneous transparent or semi-
transparent gel with characteristic odor /

TIOJIYIIPO3PauHbIi rellb ¢ XapaKTepHBIM
3aIaxoM.

2 Identification / IloaTMHHOCTE

2a |Ketorolac tromethamine /
KeToponaka TpoMeTaMUH

Complies as prescribed /
CoOTBETCTBYET

The retention time of the main peak in the
chromatogram of the sample preparation
corresponds to that in the chromatograml
of the standard preparation of ketorolac
tromethamine under assay / Bpewms
VIEpXKHBAHU OCHOBHOIO TIMKa Ha
XpoMaTorpamMMe MCTIBITYEMOrO pacTBopa
| IOJDKHO ~ COOTBETCTBOBATH  BPEMEHH
yIepXKUBaHUA OCHOBHOTO [IMKa Ha
XpOMarorpaMMe pacTBOpa CTaHAAPTHOTO
obpaslia KeTopollaka TPOMETAMHHA

2b | Sodium methyl parahydroxy-
benzoate and sodium propyl
parahydroxybenzoate /
Meruanaparuapokcubessoar
HaTpPUS U TPOITHIINAparuAPOKCH- |
GeH30aT HATpHsA

Complies as prescribed /
COOTBETCTBYET

The retention time of the sodium methyl
parahydroxybenzoate and sodium propyl
parahydroxybenzoate peak in the
chromatogram of the sample preparation
corresponds to that in the chromatogram
of the standard preparation under assay /
Bpemena  ynepKHBaHHA  OCHOBHBIX
NMKOB Ha XpOMATOTPaMMe HCTIBITYEMOro
pactBopa JOJDKHBI  COOTBETCTBOBATbH
BpeMEHaM  YOEPXKUBaHUA  OCHOBHBIX
NMKOB Ha XpOMaTorpaMMeE pacTBoOpa
CTaHAapPTHBIX 06pasnos
METHITIaparuApokcudeH30aTa %4
NpoIMInaparuapokcuben3oara.

Remarks : The Product conforms to ND /

TTpumcuanuc: TpOTyKT COOTRETCTDYET Tpedopaninm H

Conclusion : APPROVED /
Zanwuenne: OJOBPEHO

Prepared by / Checked by /
[ToAroToBIEeHO: A [TpoBepeHo:
Naresh Kumar @ Himesh Kumar

P

\

Approved by: Manager / Executive /
Onobpeno: Menemxkep / PykosoauTens

Manoj Kumar

et

- A

Reprint Date /31.03.2022
Jara: JaTa:

Reprint Date /31.03.2022

Reprint Date /31.03.2022
JlaTa:

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLC0O04507

www.drreddys.com
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CERTIFICATE OF ANALYSIS
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Dr. Reddy's Laboratories Ltd.
Formulation Unit-6

Vill. Khol, Nalagarh Roa
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1, Baddi,
Distt. Solgﬁ,gﬁ, ﬁ

IRNBIE 4

Product / Ketorol gel for external use 2 % Tel : +91 98166 56001-02
Ipoayxr Ketopon®, renb mis HapyKHOro HpuMeHeHus 2 % www.drreddys.com

Batch No / : V220193 Batch Quantity / : 31,731.000units / ]
Cepusi Ne Pa3mep cepum 31,731.000equuu
Analytical Report No / : 890001582547 Date of Analysis / : 31.03.2022
AHaJquTHYeCKHi oTueT Ne JlaTta ananusa

Date of Manufacture / : Mar-2022 Date of Expiry / : Feb-2024

JlaTa npou3BoOACTBA I'ogen no (BKJL.)

Analysis performed according to ND / Auanus nposenen mo HJI: JIT1-001080-160621

Ne Test / [lokazaTesnnb Result / PesyabTaThl Specification / Hopma
3 | Average fill weight / Macca 30.5 g/30.5r [In according to Rus. Ph..Not less than |
COJEePIKUMOr0 YIIAKOBKH 300 g / B CcOOTBETCTBMH €
tpeGosanusmu '@ PO. He menee 30,0 r
|:
4 |pH of aqueous suspension / 6.8 |6.0-7.8/0t16,0 107,8
pH BoaHoii cycnensuu
5 | Viscosity / BazkocTb 7.406 poise / 7.406 nya3 Between 5 and 12 poise /

Ot 5 mo 12 nmya3

6 Related substances / PoacrBeHHble COeIMHEHHUSA

Ketorolac 1-keto analogue /
1-KeToaHanor KETOpOJIaKa

Ketorolac 1-hydroxy analogue /
1-rHApOKCHUAHATIOT KETOPOJIaKa

Any single unidentified
impurity/ EnuHu4Has
HeUACHTUUIUPOBaHHAS

Below LOQ (LOQ = 0.020%) / Huxe
npenena KONHIeCTBEHHOT0 ONPEREIIEHHAS
(TIKO =0.020 %)

Below BDL (BDL~=2633) / Huxe
nopora perncrpauud (TTP =2633)

Below LOQ (LOQ = 0.025%) / Hixe
npejieNia KOJIHYECTBEHHOTO OTPEAENCHHUS
(ITIKO =0.025 %)

Not more than 1.0 % /He 6onee 1,0 %

Not more than 0.5 % / He 6omee 0,5 %

Not more than 1.0 % / He Gonee 1,0 %

npuMech

Total impurities / Cymma
npuMecer |

| \
Below LOQ / Huxe mpenena Not more than 3.0 % / He 6onee 3,0 %

KOJIMYCCTBCHHOTO ONPECACICHUS

Remarks : The Product conforms to ND /

Ipumeuanne: ITponykt cooteTcTBYeT TpebopanmsiM HJT

Conclusion : APPROVED /
Zaknwuenne: OJJOBPEHO

Prepared by / Checke
[ToAroToBIEHO:

Naresh Kumar

(&

IIpoeepeHo:
Himesh Kumar

= cﬂr/’i

Approved by: Manager / Executive /
Onobpeno: Meremxep / PykoBoaures

Manoj Kumar E /wa

dby/

v

Reprint Date /31.03.2022
JaTa:

Reprint
Hara:

Date /31.03.2022 Reprint Date /31.03.2022

Iara:

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLCO04507
www.drreddys.com




Dr.Reddy’s Q:’

CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories Ltd.

CEPTH®HKAT AHAJIU3A

Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Distt. SolbAg¢ 3 oA AGT 3 s 4

count / O61ee THCTIO
IPOXOKEBBIX M INIECHEBBIX
rpuboB

Staphylococcus aureus

\Pseudomonas aeruginosa

Total combined yeast and molds

[ Less than 10 CFU/g /
|MeHee 10 KOE/r

Absent in 1 g/ OtcytcTBYyeT B 1T
Absent in 1 g/ OrcytcTByeT B IT

Product / Ketorol gel for external use 2 % Tel : +51 98166 56001-02
MpoaykT Ketopon®, rejib st Hapy KHOTo npuMeHeHus 2 % www.drreddys.com
Batch No / 1 V220193 Batch Quantity / :+ 31,731.000units /
Cepns Ne Pasmep cepuu 31,731.000e nunmig
Analytical Report No / : 890001582547 Date of Analysis / : 31.03.2022
AHATUTHYECKHIT 0TYeT Ne Hata ananunsa
Date of Manufacture / : Mar-2022 Date of Expiry / : Feb-2024
JlaTa nponzBojacTEa Conen a0 (BKIIL.)
Analysis performed according to ND / Ananns nposeses no H/L: JITT-001080-160621
7 | Microbial limits / Mukpo6HoaoruyecKkas YHcToTa
Total aerobic microbial
count /  OO61ee YUCIO Less than 10 CFU/g / Not more than 100 CFU/g /
a3poOHBIX Menee 10 KOE/r He 6onee 100 KOE/r
MHKPOOPTaHW3MOB

Not more than 10 CFU/g /
He 6onee 10 KOE/r

Should absent in 1 g/ OtcyTcTBHE B IT

Should absent in 1 g/ OtcyTcTBHE B IT

8 | Assay / KosinuecTBeHHOE onpee/ieHne:

Ethanol / Dtanon

100.4%

NLT 85% and NMT 115% of the
labeled amount of C,HO (ethanol) /
|Or 85 mo 115% oT 3asdBJICHHOTO
| KoUYecTBa C,HO (3TaHon)

Dimethyl sulfoxide /
HOumernncynsQokcha

101.9%

NLT 90% and NMT 110 % of the
labeled amount of CyHsOS (dimethyl
sulphoxide) / Ot 90 nmo 110% or
sasBneHHoro  xomuuectea  C;HeOS
(aumeTHICYTbHOKCH )

Sodium methyl parahydroxy-
benzoate / MeTunmnapa-
rUApoKcuOeH30aT HATPHA

99.3%

NLT 90% and NMT 110% of the
labeled amount of CgH7NaOj; (sodium
methyl parahydroxybenzoate) / Ot 90 10
110 % oT 3afABICHHOIO KOJIMYeCTBa
CsH7NaOs3 (MeTWIAparuApoKCH-
6eH30aT HaTpHA)

Remarks : The Product conforms to ND /
Ipumeyanne: [IpoaykT cooTBeTCTBYET TpeGoBanusim HJ

Conclusion : APPROVED /
3aknwdyenue: OJJOBPEHO

Prepared by /
IToaAroToBIEHO:
Naresh Kumar @

e

Checked by /
ITpoBepeHo:
Himesh Kumar

<

Approved by: Manager / Executive /
Ono6peno: Menemkep / PykoBoauTens
Manoj Kumar

Reprint Date /31.03.2022

JaTa:

Reprint Date /31.03.2022

Jata:

Reprint Date /31.03.2022
Jara:

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4300 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLC0O04507

www.drreddys.com




@ CERTIFICATE OF ANALYSIS Dr. Reddy's Laboratories Ltd.
Dr.Reddy’s ".. CEPTH®HKAT AHAJIU3A Formulation Unit-6

. Vill. Khol, Nalagarh Road, Baddi,

pisit, SoRAES & OLA LG bl 4

Product/ : XKetorol gel for external use 2 % Tel : +91 98166 56001-02
Ilpoaykr Ketopon®, reib i1 HAPYKHOTO npUMeHenns 2 % www.drreddys.com
Batch No / 1 V220193 Batch Quantity / : 31,731.000units /
Cepus Ne Pazmep cepum 31,731.000eamnuLy
Analytical Report No / : 890001582547 Date of Analysis / : 31.03.2022
AHaauTnuyecknii oruer No Jara avanu3a
Date of Manufacture / : Mar-2022 Date of Expiry / : Feb-2024
JlaTa npoH3BOACTBA Toaen no (BK.)
Analysis performed according to ND / Ananus nposenen mo HJI: JIT1-001080-160621

Sodium propy! parahydroxy- 101.6%
benzoate / [Tponunnapa-
ruapoKcubeH30aT HaTpus

NLT 90% and NMT 110% of the
labeled amount of C;oH;1NaOs (sodium
propyl parahydroxybenzoate) / Ot 90 1o
110 % oOT 3asBIEHHOIO KOJMYECTBA
CioH ;1 NaOs (nponunaparuapoKCcH-
OeH30aT HATpHA)

Ketorolac tromethamine / 102.1%
KeTtopoaka TpoOMETaMHH

NLT 90 % and NMT 110 % of the
labeled amount of C9H24N20¢
(Ketorolac tromethamine) / Ot 90 g0
110 % ot 3asABJIEHHOT0 KOJIMYECTBA
C19H24N>Qg (keTOpONIEKa TPOMETAMUH)

9 |Package/ YnakoBka 30 g in a laminated aluminum tube
equipped  with  tamper-evident
membrane. Each tube and a patient
[ information leaflet in a carton. / Io
[30 r B TyGy u3 naMUHUPOBAHHOIO
| ATIOMHHUA, CHa0XEHHYIO
| MeMOpaHO# A KOHTPOMA IEPBOro
BCKphITH. Kaxmyto TyOy BMecTe ¢
UHCTPYKIMEH M0 NPUMEHEHHIO B
MayKy KapTOHHYIO.

30 g or 50 g in a laminated aluminum
tube equipped with tamper-evident
membrane. Each tube and a patient
information leaflet in a carton. / ITo 30 r
win 50 r B Ty0y U3 1aMMHMPOBAHHOTO
aIOMHMHMS, CHa0XeHHy MeMOpaHoii
JUIS KOHTPOJIS MIEPBOTO BCKPBITHUAL.

Kaxnyro Ty6y BMecTe C HHCTPYKLMEH 110
IPUMEHEHHIO B [TAYKy KAPTOHHYHO.

10 |Labeling / Ma pPKUPOBKa Complies as prescribed / According to ND /
CoorseTcTBYeT Tpe6OBaHHAM B cootserctun ¢ HJI
11 |Storage conditions / Below 25 °C. Do not freeze. /
Xpanenue IMpu temnepatype He Boime 25 °C. He 3aMopaxxHBaTh.
12 | Shelf life / Cpok roanocrtu 2 years / 2 ropa
Remarks : The Product conforms to ND / Conclusion : APPROVED /
Ipumeuanne: JIpoayKT COOTBETCTBYET Tpedosanuam HJL Zakmwoyenne: OQJJOBPEHO
Prepared by / Checked by / Approved by Manager / Executive /
[ToarotosieHo: : IIpoBepeHo: Onobpeno: Menemxep / Pykosoanresns
Naresh Kumar @/ Himesh Kumar - Manoj Kumar =
(:j.—;—— - - s
Reprint Date /31.03.2022 Reprint Date /31.03.2022 Reprint Date /31.03.2022
Hara: Hara: Harta:

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com

CIN- 185195AP1984P1 CNNALG7
www.drreddys.com




