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CERTIFICATE OF ANALYSIS
CEPTHDHUKAT AHAJTU3A

Page1of 5/Ctp.1u3 5

lla‘ra MpoH3BOACTEA

Product / Ketorol gel for external use 2 %

Ipoayxr Keropon®, ress anst HapykHOTO npumeHenns 2 Yo

Batch No / 1 V210793 Batch Quantity / :+ 24052 units /
Cepus Ne Pasmep cepun 24052 envHuUI
Analytical Report No / : 890001534726 Date of Analysis / 1 26.07.2021
AHaJHTHYECKHIi 0TUeT No Jara ananu3a

Date of Manufacture / : July.2021 Date of Expiry / : Jun.2023

Topen Ao (BKJ1.)

Analysis performed according to ND / Anaaus nposeaen no HL: JIT-001080-180417 (amend Ne 1 from
24.12.2018 / u3m. Ne 1 ot 24.12.2018, amend Ne 2 from 11.03.2020 / u3m. Ne 2 ot 11.03.2020)

I Ne |
1 |Description / Onucanue

Test / lToka3aTenb

with characteristic odor /

€ XapaKTePHBIM 3aIlaxoM.,

Result / Pe3yabTaThl
Homogeneous semi-transparent gel

OIHOPOIHBIH MOTYMPO3pa4HELH refib

Specification / Hopma

Homogeneous transparent or semi-
transparent gel with characteristic odor /
OHOPOAHBIA NMPO3PAYHBIH HITH
NONYIPO3PAUHbIii reib ¢ XapaKTEPHBIM
3amnaxom.

2 | Identification / Mo HHHOCTh

Ketorolac tromethamine / ‘

Keroposaka TpoMeTaMUH CoOTBETCTBYET

Complics as prescribed /

The retention time of the main peak in the
chromatogram of the sample preparation
corresponds to that in the chromatogram
of the standard preparation of ketorolac
tromethamine under assay / Bpems
ylepXXUBaHHA OCHOBHOTO MHKAa Ha
XpOMATOrpaMMe HCIBITYEMOTO PacTBoOpa
JOJDKHO  COOTBETCTBOBAaTb  BPEMEHM
yAEPKUDBAIIMS OCHOBHOIO IMHKa Ha
XpoMarorpaMMe pacTsopa CTaHAapTHOTO
ofpasila KeTopoJIaKa TPOMETAMMHA

Remarks : The Product conforms to ND /
Mpumeyanue: [pojuykr coorercTyet Tpebosanmsim H/I

Conclusion : APPROVED /
3aknouenne: OJJOBPEHO

Prepared by / Checked by /

IToarorosineno: IIposepeno:
Pardeep Kumar

Approved by: Manager / Executive /
On06peno: Menemxkep / Pykosonureis

Himesh K E_mij_;‘!d_'___, ,-—-fj Amit Kumar M -

Reprint Date /
Jlara: 26.08.2021

Reprint Date /
JlaTa: 26.08.2021

Reprint Date /
Jara: 26.08.2021

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, A P, India
Tel: 91 46 4900 29G0, Fax. 91 40 4960 2999, Euail: mail@drreddys.com
CIN: L85195AP1984PLC004507
www.drreddys.coni
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CERTIFICATE OI' ANALYSIS

CEPTHO®UKAT AHAJIM3A

Page2 of 5/ C1p.2 M35

Product/ Ketorol gel for external use 2 %

[poaykr KeTopon®, restb 1si HAPYIKHOTO NpUMeHeHs 2 %o

Batch No / 1 V210793 Batch Quantity / : 24052 units /
Cepus Ne Pasmep cepun 24052 epuHuILL
Analytical Report No / : 890001534726 Date of Analysis / : 26.07.2021
AHAJIMTHUYECKHH OTYET No Jlara ananusa

Date of Manufacture / : July.2021 Date of Expiry / : Jun.2023
JaTa nponssoscTpa Togen a0 (BKIL.)

Analysis performed according to ND / Ananu3 nposeaen no HJL: JITT-001080-180417 (amend Ne 1 from
24.12.2018 / usm. Ne 1 o1 24.12.2018, amend Ne 2 from 11.03.2020 / u3m. Ne 2 ot 11.03.2020)

Ne Test / [TokazaTenn Result / Pe3yabTaTh! Specification / Hopma
2b |Sodium methyl parahydroxy- Complies as prescribed / The retention time of the sodium methyl
benzoate and sodium propyl CoOTBETCTBYET parahydroxybenzoate and sodium propyl
parahydroxybenzoate / parahydroxybenzoate peak in the
MeTtnanaparupokcuoeH30arT chromatogram of the sample preparation
HATPHUA W NPONUINaparupoKcu- corresponds to that in the chromatogram
GeH3oar HATpHUA of the standard preparation under assay /
BpeMeHa  ylepXKMBaHMA  OCHOBHBIX
[IMKOB Ha XpOMATOrpaMMe HCIILITYEMOI'0
pacTBopa JOJDKHBI ~ COOTBETCTBOBATDH
BpEMEHaM  YNCPXKMBAHHMA  OCHOBHBIX
NUKOB Ha XpoMarorpaMme pacTBopa
CTaHAAPTHBIX 00pa3LioB
MeTUNaparuapokcubensoara u
nponunaparuApokcHbeHsoara.
3 | Average fill weight / Macca 30.8g/308r Not less than 30.0 g / He menee 30,0 r
COACPRUMOTO YNAKOBKH
4 | pH of aqueous suspension / 6.8 6.0-7.8/0t16,0 107,38
pH Boauoii cycnensnu
5 |Viscosity / BaskocTb 7.124 poise / 7.124 nyas Between 5 and 12 poise /
Ot 5 no 12 myas
6 |Related substances / PoacrsenHbie COeAMHEHU
Ketorolac 1-keto analogue / Less than LOQ (0.020%) Not more than 1.0 % /He 6oxee 1,0 %
1-KeToaHaor KeToponaka
 Ketorolac 1-hydroxy analogue / BDL (Disregard Area 2541) Not more than 0.5 % / He 6onee 0,5 %
1-ruapokcraHanor KeToponaka
I

Remarks : The Product conforms to ND /
TMprmesuanue: [TPOAYKT COOTBETCTBYET T

pebosatimsim HJL

Conclusion : APPROVED /
Zaxmouenne: OMOBPEHO

Prepared by / Checke
[ToarorosieHo: D
Pardeep Kumar — J

dby/

IIposepeno: A~
Himesh Kum;]l_ll’/l. A

Approved by: Manager / Executive /
Ono6GpeHo: Menemxkep / PykosoanTeh

Amit Kumar A
/

Reprint Date /
Jara: 26.08.2021

Reprint Date /

Iata: 26.08.2021

Reprint Date /
Jara: 26.08.2021

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, A P, India
Tel: 91 40 4900 25C0, Fax: 91 40 4900 2999, Ewail: niail@drreddys.com
CIN: L85195AP1984PLC004507

www.drreddys.com




Dr.Reddy’s ":'.

CERTIFICATE OF ANALYSIS
CEPTUOHUKAT AHAJIM3A

Page3 of 5/Crp.3u3 5

JlaTa npoM3BO/ICTBA

Product / Ketorol gel for external use 2 %

Ipoayxr Ketopon®, reb [ HAPYKHOTO NpUMeHenus 2 %

Batch No/ 1 V210793 Batch Quantity / : 24052 units /
Cepun Ne Pasmep cepun 24052 egvHuLL
Analytical Report No / : 890001534726 Date of Analysis / : 26.07.2021
AHa/IUTHYECKHI 0TueT Ne JlaTa ananusa

Date of Manufacture / : July.2021 Date of Expiry / : Jun.2023

T'ogen no (BK.)

Analysis performed according to ND / Ananus nposenen no HJL: JII1-001080-1 80417 (amend Ne 1 from
24.12.2018 / m3m. Ne 1 o1 24.12.2018, amend Ne 2 from 11.03.2020 / u3m. Ne 2 ot 11.03.2020)

Ne Test / [Toka3aTens

Result / PesyabTaThl

Specification / Hopma

Any single unidentified
impurity/ EauHuaHas
HeuIeHTUGUIMPOBaHHAS
npUMECh

Total impurities / Cymma
TipUMecei

Less than LOQ (0.025%)

Less than LOQ

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

Not more than 3.0 % / He 6onee 3,0 %

7 | Microbial limits / Mukpo6uosoruueckas 4ucTora

| a) Total aerobic bacteria

count and total combined
yeast and moulds / O61iee
4uCIIo adpoOHbIX OakTepHit
¥ APOXOKEBBIX
IUIECHEBBIX Ipu6oB

(cymmapHo)

b) Staphylococcus aureus

<10 CFU/g/
<10 KOE/r

¢) Pseudomonas aeruginosa

Absent / OTcyTCTBYET

Absent / OTcyTCTBYET

Not more than 100 CFU/g/
He Gonee 100 KOE/r

Absent in 1 g/ Otcyrersyer s 1r
Absentin 1 g/ OtcyrctBYyeT B IT

8 |Assay/ KoauuecTBeHHOE onpeae/ienne:

Ethanol / 3tadon | 105.6 %

| ‘
1 i |

NLT 85% and NMT 115% of the
labeled amount of C;HeO (ethanol) /
Or 85 mo 115% oT 3aABJICHHOTO
konmaectBa CoHgO (3TaHoN)

Remarks : The Product conforms to ND /
Ipumeuanne: ITpoaykr coorsercryet Tpedosansm H/l

Conclusion : APPROVED /
Zamwouenue: OJOBPEHO

ITonroToBJIE€HO: IIposepeno:
Pardeep Kumar

Prepared by / Checked by /

Himesh K% —-""""‘;_j

Approved by: Manager / Executive /
Ono6peno: Mexemxep / Pykosoantels

Amit Kumar [X( \
L /

Reprint Date /
Jara: 26.08.2021

Reprint Date /
Jlara: 26.08.2021

Reprint Date /
Jlara: 26.08.2021

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, A P, India
Tel: 91 40 4900 2960, Fax: 91 40 4900 2999, Ewmail: mail@drreddys.com
CIN: L85195AP1984PLC004507
www.drreddys.com




CERTIFICATE OF ANALYSIS
CEPTHO®HUKAT AHAJIU3A

Page 4 of 5/ Crp. 4135

Product/ Ketorol gel for external use 2 %

[poaykr Ketopon®, renb a1 HapyxKHOIO npumenenns 2 %

Batch No / 1 V210793 Batch Quantity / : 24052 units /
Cepusi Ne Pazmep cepuu 24052 equHuiy
Analytical Report No / : 890001534726 Date of Analysis / 1 26.07.2021
AHAJTUTHYECKHIl oTYeT Ne Jara ananusa

Date of Manufacture / ¢ July.2021 Date of Expiry / : Jun.2023
Jara npon3soacrea Topen ao (BKJL)

Analysis performed according to ND / Anaaus nposeaen no HJL: JIM-001080-180417 (amend Ne 1 from
24.12.2018 / w3m. Ne 1 ot 24.12.2018, amend Ne 2 from 11.03.2020 / u3m. Ne 2 ot 11.03.2020)

Ne Test / [lokazaTesn Result / Pe3yabTaThl Specification / Hopma
Dimethyl suifoxide / 106.6 % NLT 90% and NMT 110 % of the
JuMeTwicyibQOKCH labeled amount of C;HsOS (dimethyl
sulphoxide) / Ot 90 po 110% ot
saspneHHoro  kosmdectBa  CaHeOS
(numeTHcynbpoKcun)

Sodium methyl parahydroxy- 100.0 % NLT 90% and NMT 110% of the

benzoate / MeTunnapa- labeled amount of CsH;NaOs (sodium

rUAPOKCUOEH30aT HATPHS methyl parahydroxybenzoate) / Ot 90 no
110 % oT 3adBNEHHOTO KOJHYECTBA
CsH7NaOs (MeTHINaparuapoKcu-
OeH30aT HaTpus)

Sodium propyl parahydroxy- 102.0 % NLT 90% and NMT 110% of the

benzoate / [Iponunmnapa- labeled amount of CioH11NaO; (sodium

rUApOKCUOEH30aT HATPUSA propyl parahydroxybenzoate) / Ot 90 no
110 % oT 3afBNEHHOIO KOJHYECTBA
CioH1NaO; (mponunmaparuApoKCcH-
GeH30aT HATpUs)

Ketorolac tromethamine / 108.6 % NLT 90 % and NMT 110 % of the

KeToposaka TpoMeTaMUH labeled amount of CsH24N20Og

| (Ketorolac tromethamine) / Ot 90 10

110 % oT 3aABNEHHOrO KOJIHYECTBA
C1oH24N,05 (keTOpOsaka TPOMETaMHH) ‘

Remarks : The Product conforms to ND /
Mpumeuanne: Mponykr coorercrryer Tpebosanmusm HJL

Conclusion : APPROVED /
Zakniouenne: OJIOBPEHO

Prepared by / Checked by / Approved by: Manager / Executive /
IToaroroBieHo: IIposepeHo: Omno6peno: Menemxep / PykoBoantenb
Pardeep Kumar Himesh KW—"‘(‘) Amit Kumar /3‘//
Reprint Date / Reprint Date / Reprint Date /

Jlara: 26.08.2021 Iata: 26.08.2021 JlaTa: 26.08.2021




Dr.Reddy’s ":"

CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJN3A
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Product / Ketorol gel for external use 2 %

[Mponyxr Keropon®, resib ams HapykHOIO npUMeHenus 2 %

Batch No/ 1 V210793 Batch Quantity / : 24052 units /
Cepusn Ne Pasmep cepun 24052 equHUAL
Analytical Report No / : 890001534726 Date of Analysis / 1 26.07.2021
AHaauTHuyeckuii oTuet Ne Jlara ananusa

Date of Manufacture / : July.2021 Date of Expiry / : Jun.2023
Jlara npoH3BOACTBA Tonex g0 (BKJL.)

Analysis performed according to ND / Ananns npogenen no HJI: JIT1-001080-180417 (amend Ne 1 from
24.12.2018 / uam. Ne 1 ot 24,12.2018, amend Ne 2 from 11.03.2020 / u3m. Ne 2 ot 11.03.2020)

Ne Test / IlokazaTeanb

Result / PesynbTaThl

Specification / Hopma

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. / Ilo
30 r B TYOy M3 JIAaMUHUPOBAHHOTO
ATFOMUHUA, CHABGXKEHHYIO
mMemOpaHoi U1 KOHTPOJA NEpBOro
BekpbiTua. Kaxayro TyOy BMecte ¢
UHCTPYKLMEH 10 TIPHMEHEHHIO B
navyKy 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 TyOy M3 JAMHHUPOBAHHOIO
WIOMHMHKA, CHAGKEHHYI0O MeMOpaHoi
IUIsL KOHTPOJISA MEPBOr0 BCKPBITHSL.

Kaxyro Ty0y BMECTE ¢ HHCTPYKLMEH 10
NPUMEHEHHUIO B TAUKY KapTOHHY}O.

10 |Labeling / MapkupoBKa

Complies as prescribed /
CooTBeTcTBYeET TpeGoBaHUAM

11 |Storage conditions /
XpaHeHHC

12 |Shelf life / Cpox romnocTn

| Below 25 °C. Do not freeze. /

| According to ND /

B cootsercTBuu ¢ 117

ITpu Temnepatype He Bple 23 °C. He 3amopakuRaTh.

2 years / 2 roga

Remarks : The Product conforms to ND /
Tpumeuanue: [TpoayKT COOTBETCTBYET Tpebopanusm HJT

Conclusion : APPROVED /
3axnwuenne: OJOBPEHO

ToaroToBneHo: ITpoBepeHo:

Prepared by / Checked by /
Pardeep Kumar :;,L —

Himesh I(ukn_a.[)cl/,/";’

Approved by: Manager / Executive /
Ono6peHo: MeHemxkep / Pygososnrens

Amit Kumar -
{\ /

Reprint Date /
Jara: 26.08.2021

Reprint Date /
Jara: 26.08.2021

Reprint Date /
Mara: 26.08.2021

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, A P, India

Tel: 91 40 4900 2600, Fax. 91 40 49006 2999, Finail: mail@drreddys.com
CIN: L85195AP1984PLC004507
www.drreddys.coni



