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CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJIU3A www.drreddys.com
Page10f4/Ctp. 1u3 4
Product/ : Ketorol gel for external use 2 %
TpoAykr Ketopoa®, resib Ui HAPY/KHOrO npiMeHenns 2 %
BatchNo/ 1 V230757 Batch Quantity / : 32440 units /
Cepstan Ne Pazmep cepun 32440 equHULL
Analytical Report No / : 040002232457 Date of Analysis / 1 25-10-2023
AHaJIMTHYECKHIT oTyeT Ne HdaTta aHanu3a
Date of Manufacture / : 10.2023 Date of Expiry / : 09.2025
JaTa npouzBoacTea Tonen 10 (BK/I.)
|Analysis performed according to ND / Anasus nposeaen no HJL: JITI-Ne(001119)-(PI'-RU)-110822

No Test / [TokazaTesnb Result / Pe3yabTaThl Specification / Hopma
1 |Description / Onucanue Homogeneous semi-transparent gel | Homogeneous transparent or semi-
with characteristic odor / transparent gel with characteristic odor /
= OHOPOIHBI MOJTYNPO3payHblii renb | ONMHOPONHBIH NPO3PAUHBIN I
C XapaKTEePHBIM 3aIlaXxOM. MOJTYTPO3PaYHbIil Iejib C XapaKTePHBIM
3araxoM.

2 Identification / Unenrudukxanus

2a |Ketorolac tromethamine / Complies as prescribed / The retention time of the main peak in the
Keroponaka TpoMeTaMUH CooTBeTCTBYET chromatogram of the sample preparation

corresponds to that in the chromatogram
of the standard preparation of ketorolac
tromethamine under assay / Bpems
yIEep)KHUBaHUS OCHOBHOIO IIMKAa Ha
XpOMaTOrpamMMe UCIBITYEMOro pacTBopa
JOJDKHO ~ COOTBETCTBOBAaTH  BPEMEHH
yOepXKHBaHWS OCHOBHOIO IMKAa Ha
XpOMaTOrpamMMe pacTBOpa CTaHIaPTHOTO
obpasiia KeTopoiiaka TPOMETaMHHA

Remarks : The Product conforms to ND / Conclusion : APPROVED /
Mpumeuanue: [TpoaykT cooTseTcTBYET Tpebopanuam HIT 3axmouenne: OJOBPEHO
Prepared by / - Checked by / Approved by: Manager / Executive /

[ToxroTtoBneHo; Ranjeect IMposepeHo: Santosh Kumar Ono6peno: Meuemiep / Pykosoautens
Maurya ' Abhishek Chauhan )

Reprint Date /
Iara: 25-10-2023

Reprint Date / Reprint Date / A

Jara: 25-10-2023 Jara: 25-10-2023

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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Product / Ketorol gel for external use 2 %
HpoAykT Ketopon®, renb 1y HapyKHOTO NpUMeHenus 2 %
BatchNo / 1 V230757 Batch Quantity / 1 32440 units /
Cepyia Ne Paszmep cepun 32440 eaunuLy
Analytical Report No / : 040002232457 Date of Analysis / : 25-10-2023
AHaJIHTHYecKHH oTYeT Ne JlaTa ananusza
Date of Manufacture / : 10.2023 Date of Expiry / : 09.2025
JlaTta npousBoiacTBa T'open po (BKJI.)
Analysis performed according to ND / Ananus nposeaen no HJI: JITII-Ne(001119)-(PT-RU)-110822

Ne Test / Iloka3zaTennb

Result / PesyabraThl

Specification / Hopma

2b |Sodium methyl parahydroxy-

Complies as prescribed /

The retention time of the sodium methyl

pH BoaHoi#i cycnensuu

benzoate and sodium propyl CooTBeTCTBYET parahydroxybenzoate and sodium propyl
parahydroxybenzoate / parahydroxybenzoate peak in the
MeruinaparuapokcuoeH30aT chromatogram of the sample preparation
HATpHUSA W NPONUINaparuIpoKcu- corresponds to that in the chromatogram
6eH30aT HaTpHs of the standard preparation under assay /
Bpemena  ymepxuBaHHA ~ OCHOBHBIX
[IMKOB Ha XPOMATOTPaMMe UCIILITYEMOTO
pacTBOpa  MOMKHBI  COOTBETCTBOBATH
BpEMEHAM  YEP)KMBAaHUSI  OCHOBHBIX
OMKOB Ha XpOMarorpaMMe pacTBopa
CTaHAAPTHBIX 06pasioB
MeTHWINaparuapoxkcubeH3oaTa u
[pOMMIINaparuApokcubeH3oara.

3 | Weight of package content / 304¢g/304r In according to EAEU Ph. or Rus. Ph. /
Macca comepKkuMoro B cooTBeTcTBMH ¢  TpeOOBaHHUAMHU
YHAKOBKH DEADC unu I'® PO.

4 |pH of aqueous suspension / 6.6 6.0-7.8/0t16,0m07,8

5 | Viscosity / BsaskocTb

7.555 poise / 7.555 nyas

Between 5 and 12 poise /
Ot 5 no 12 myas

6 Related substances / PogcTBenn

bI€ IPHUMECH

Ketorolac 1-keto analogue /
1-keToaHANOT KETOpONIaKa

Below LOQ (LOQ = 0.020 %) / Huxe
npezesia KONMNYECTBEHHOTO ONPEAEIEHUS
(ITKO = 0.020 %)

Below LOQ (LOQ = 0.020 %) / Huxe

Ketorolac 1-hydroxy analogue /
1-THOPOKCHAHATIOT KETOPOJIaKa

npenena KOIIMYCCTBCHHOI'O or[peneneﬂm
(ITKO = 0.020 %)

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

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

Remarks : The Product conforms to ND /
ITpnmeyaHue: ITponykT cooTBEeTCTBYET TpeboBanusam HJT

Conclusion : APPROVED /
3akarwuenue: OJOBPEHO

Prepared by / Checked by / Approved by: Manager / Executive /
[Moxrorosneno: Ranjeet IMposepeno: Santosh Kumar OnobpeHo: Menemkep\/ PykoBonutenb
L ' Maurya - % Abhishek Chauhan
- -
Reprint Date / Reprint Date / Reprint Date / '
Hata: 25-10-2023 Jata: 25-10-2023 ara: 25-10-2023

Registered Offire: 8-2-337, Rnad Na 3, Ranjara Hills, Hyderahad - R0NN34, Telangana, India
Tel: +91 40 4500 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
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Dr. Reddy's Laboratories Ltd.
Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
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CERTIFICATE OF ANALYSIS
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Product / Ketorol gel for external use 2 %
Ipoaykr Keropon®, renib i HAPYAHOTO NpHMeHeHus 2 %
Batch No / 1 V230757 Batch Quantity / : 32440 units /
Cepus Ne Pasmep cepun 32440 epuHyL
Analytical Report No / : 040002232457 Date of Analysis / : 25-10-2023
Anajauruydeckuii oryer Ne Jara anaiusa
Date of Manufacture / : 10.2023 Date of Expiry / : 09.2025
JaTa npom3BOACTBA I'oxeH ao (BKJ1.)
Analysis performed according to ND / Ananus nposeaen no HJL: JIT-Ne(001119)-(PT-RU)-110822

Specification / Hopma

Ne Test / IlokasaTeJb Result / PesysbTaThl
Any single unidentified Below LOQ (LOQ = 0.025 %) / Huxe
impurity/ Eauanunas TpesieNa KOJIMYECTBEHHOTO ONPENENCHHUS
HEeUIEeHTUGULPOBaHHAs (ITKO = 0.025 %)
NpUMeECh
Total impurities / Cymma Below LOQ / Huxe npezena
npuMeceit KOJIMYECTBEHHOTO ONPEAENCHHUS

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

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

7 | Microbial limits / Mukpo6uonoru4eckas YHCToTa

Total aerobic microbial count

/  O61uee 4UCIO a3pObHBIX
MUKPOOPraHH3MOB

Total combined yeast and molds
count / O61wmee yucno
NPOJIKEBBIX U TUIECHEBBIX IPHOOB

Staphylococeus aureus

Pseudomonas aeruginosa

Less than 10 CFU/g/
Memnee 10 KOE/r

Less than 10 CFU/g /
Menee 10 KOE/r

Absent in 1 g/ OTcyTcTBYeT B 1T
Absent in 1 g/ OtcyTcTBYET B 11

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

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

Should absent in 1 g/ OtcyTcTBHE B 1T

Should absent in 1 g/ OtcyTCcTBHE B 1T

8 | Assay / KonuuecTBeHHOE onpeaeieHue:

Ethanol / Dtanon 97.6 % NLT 85% and NMT 115% of the
labeled amount /
Or 85 mo 115% oT 3asABJIEHHOTO
KOJIMYECTBA

Dimethyl sulfoxide / 99.4 % NLT 90% and NMT 110% of the

JumetuncynbHOKCH labeled amount / Ot 90 mo 110 % ot

3asiBJIECHHOTO KOJTHYECTBA

Remarks : The Product conforms to ND /
TMpumeuanye: [IpoaykT cooTBeTcTBYET TpedoBanuam HJIL

Conclusion : APPROVED /
3aknrouenne: OJOBPEHO

Prepared by / Checked by / Approved by: Manager / Executive /
[MogrorosneHo: Ranjeet [MpoBepeHo: Santosh, Kumar Onobpeno: Menemkep / PykoBoautens
@/ Maurya V Abhishek Chauhan k&/
e /
Reprint Date / Reprint Date / Reprint Date / :
Jara: 25-10-2023 Hara: 25-10-2023 JaTa: 25-10-2023

Registered Office: 8 2 337, Noad MNo. 3, Banjara Hills, Hyderabad 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Emait: mail@drreddys.com
CIN: L85195AP1984PLC004507
www.drreddys.com
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Dr. Reddy's Laboratories Ltd.
Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA

CERTIFICATE OF ANALYSIS Tel : +91 98166 56001-02
CEPTUOUKAT AHAJIM3A www.drreddys.com
Page4 0f 4/ Crp. 413 4

Product/ : Ketorol gel for external use 2 %
Ilpopyxr Ketopon®, rens )11 Hapy»kHOro npumeHeHus 2 %
Batch No / 1 V230757 Batch Quantity / : 32440 units /
Cepus Ne Pasmep cepun 32440 exquHuLy
Analytical Report No / : 040002232457 Date of Analysis / : 25-10-2023
AHanmTHYecKnii oTyetr Ne JlaTa aHanu3a
Date of Manufacture / :10.2023 Date of Expiry / : 09.2025
JaTa npou3BoAcTBA T'onen no (BKJI.)
Analysis performed according to ND / Anasnu3 nposeaen no HJ: JITI-Ne(001119)-(PT" -RU)-110822

Keroposnaka TpoMeTaMHH

Sodium methyl parahydroxy- 97.3 % NLT 90% and NMT 110% of the
benzoate / MeTuinnapa- labeled amount / Ot 90 mo 110 % ot
rUAPOKCHOEH30aT HATPUA 3asBJIEHHOTO KOJIMYECTBA

Sodium propyl parahydroxy- 94.6 % NLT 90% and NMT 110% of the
benzoate / [Tponuinapa- labeled amount / Ot 90 mo 110 % ot
TUIPOKCUOEH30aT HATPHUS 3a5BJIEHHOTO KOJIMYECTBa

Ketorolac tromethamine / 99.4 % NLT 90 % and NMT 110 % of the

labeled amount / Ot 90 50 110 % ot
3asBIIEHHOTO KOJIHYECTBA

9 Package / YnakoBka

30 g in a laminated aluminum tube equipped with tamper-evident membrane.
1 tube together with instruction for medical use (leaflet) in a carton. / I[To 30 r
B TYOY U3 JaMMHMPOBAHHOTO AIOMHHHS, CHaOXEHHYIO MeMOpaHOH s
KOHTponsi TepBoro BekpeiTusa. [lo 1 TyGe BMecTe ¢ MHCTpyKuue# mo
MEIMIUHCKOMY MPHUMEHEHHIO (JINCTKOM-BKJIabILIEM) B TAUKy KapTOHHYIO.

API name / Haumenopanue AD®C:

Ketorolac tromethamine / Ketoponaka TpoMeTaMHH

Homep cepuu cy6eTannuu
npoussoauTens LJID:

INN / MHH: Ketorolac / Keroposnak
API manufacturer batch number / ABQH004847

Homep cepuu npousBoauressa APC:

FP Manufacturer API Batch number/ |FEQA00447

API Manufactured by & country /
IIpoussoautens A®C, cTpana:

Dr. Reddy's Laboratories Ltd., India / J{-p Pexnu’c Jlabopatopuc JIta., Haaus

Remarks : The Product conforms to ND /
Ipumeyanue: [poaykr coorBercTByeT TpebORaHUIM H]T

Conclusion : APPROVED /
3axmwouenue: OJJOGPEHO

[Hara: 25-10-2023

Hara: 25-10-2023

Prepared by / Checked by / Approved by: Manager / Executive /

IToarorosieHo: Ranjeet [Tpoeepeno: Santosh Kumar OpobpeHo: Menemxkep ¥ PykoBoaurens
@f_. — Maurya Abhishek Chauhan

Reprint Date / Reprint Date / Reprint Date / |

Hara: 25-10-2023

Registered Office. 8-2-337, Road Mu. 3, Banjata llills, llyderabad « 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLC004507
www.drreddys.com




