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Product / Ketorol gel for external use 2 %

IMpoAyxr Ketopoa®, rejib myist HAPYIKHOrO fpHMeHenss 2 %

BatchNo / 1 V230757 Batch Quantity / : 32440 units /
Cepsti Ne Pasmep cepun 32440 enuHuLy
Analytical Report No / 1 040002232457 Date of Analysis / 1 25-10-2023
AxaJinTHyeckuii oTyer Ne JaTta ananusa

Date of Manufacture / : 10.2023 Date of Expiry / : 09.2025

JaTa npousBoacTea Tonen 10 (BKJIL.)

|Analysis performed according to ND / Avaau3 nposejen no HII: JI-Ne(001119)-(PT'-RU)-110822

Ne Test / [loka3aTenab

Result / PesyabTaThl

Specification / Hopma

1 |Description / Onucanue

Homogeneous semi-transparent gel
with characteristic odor /
OIHOPOJHBIH MOYNPO3payHbIi renb
C XapaKTEePHBIM 3aI1aXOM.

Homogeneous transparent or semi-
transparent gel with characteristic odor /
OnmHOPOIHBIN NPO3payYHbIN WK
MOJTYTPO3payHbiii Iejib C XapaKTEPHBIM
3aaxoM.

2 |Identification / UnenTudukauns

2a |Ketorolac tromethamine /
KeTtoposaka TpoMETaMHH

Complies as prescribed /
CooTBETCTBYET

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
yIep)X¥BaHUI OCHOBHOIO IMKa Ha
XpOMAaTOrpamMMe UCIILITYEMOrO pacTBopa
JIOJDKHO ~ COOTBETCTBOBAaTh  BPEMEHH
VIOEpXHBaHUA OCHOBHOIO IMKa Ha
XpoMaTorpamMmMe pacTBopa CTaHAapPTHOTO
obpaslia keTopoynaka TpOMETaMUHA

Remarks : The Product conforms to ND /
Mpumeyanue: [TpoaykT cooTBeTcTBYeT TpeboBannam HI

Conclusion : APPROVED /
3axmouenne: OJOBPEHO

Iara: 25-10-2023

JaTa: 25-10-2023

Prepared by / - Checked by / Approved by: Manager / Executive /
[ToarorosieHo; Ranjeet I[TposepeHo: Santosh Kumar Ono6peHo: Meueu@mmmh
Maurya Abhishek Chauhan \
(& a- A
Reprint Date / Reprint Date / Reprint Date / )

Jata: 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
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Prodvuct / Ketorol gel for external use 2 %
IpoAykT Ketopon®, renp 4y HapyXHOTO NpHUMeHeHus 2 %
BatchNo / 1 V230757 Batch Quantity / 1 32440 units /
Cepya Ne Pa3zmep cepum 32440 egunuiy
Analytical Report No / : 040002232457 Date of Analysis / ¢ 25-10-2023
AHaJIMITHYECKHI oTyeT Ne JlaTa ananusa
Date of Manufacture / : 10.2023 Date of Expiry / : 09.2025
JlaTa npou3BoJacTBa TI'opeH no (BKJ1.)
Analysis performed according to ND / Anasnus nposeaen no HJI: JIII-Ne(001119)-(PI'-RU)-110822

Ne Test / [lokazaTenb Result / PesynbTaThl 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
MeruinaparuapokcubeH30aT chromatogram of the sample preparation
HATpHUA U NPONWINaparuipoKcu- corresponds to that in the chromatogram
6eH30aT HaTpHA of the standard preparation under assay /

BpeMena  ymep)XuBaHHi ~ OCHOBHBIX
IMKOB Ha XpOMaTorpaMMe MCHbITYEMOTO
pacTBOpa HOJKHBI  COOTBETCTBOBATH
BpEMEHaM  YIepPXXHBAaHUI  OCHOBHBIX
OMKOB Ha XpoMarorpaMMme pacTBopa
CTaHAApPTHBIX 00pasuoB
MeTHINaparuJpoxcudeH3oara U
nponuInaparuapokcubeHsoara.

3 | Weight of package content / 304¢g/304r In according to EAEU Ph. or Rus. Ph. /
Macca conep:KUMOro B coorBercTBMH ¢ TpeOOBaHHIMH
YNaKOBKH DEADC unu I'® PO.

4 |pH of aqueous suspension / 6.6 6.0-78/0t16,0 1o 7,8
pH BoaHoOi#i cycnen3uu

5 | Viscosity / BaskocTb 7.555 poise / 7.555 nya3 Between 5 and 12 poise /

Ot 5 no 12 myas

6 |Related substances / PoacTBeHHbI€ NPHMECH
Ketorolac 1-keto analogue / Below LOQ (LOQ = 0.020 %) / Huwxe | Not more than 1.0 % /He 6onee 1,0 %
1-xeToaHanor KEeTOopoJlaka npeaciia KOJIMYCCTBEHHOT0 ONPEACICHUS

(ITKO = 0.020 %)
Below LOQ (LOQ = 0.020 %) / Huxe
Ketorolac 1-hydroxy analogue / | Tpeaena KOIM4ECTBEHHOr0 onpencicHis | Not more than 0.5 % / He 6omee 0,5 %
1-ruIPOKCHAHANOr KETOpOJIaka (IKO = 0.020 %)

Remarks : The Product conforms to ND /
ITpnmeyanne: ITponykT cooTBeTcTBYET TpeboBanusam HJ|

Conclusion : APPROVED /
3aknwuenue: OJOBPEHO

Prepared by / Checked by / Approved by: Manager / Executive /
Ioarorosneno: Ranjeet [Mposepeno: Santosh Kumar Onobpeno: Menemxep,/ PykoBoaurens

L £ Maurya QA Abhishek Chauhan \
Reprint Date / Reprint Date / Reprint Date / |
Hara: 25-10-2023 Hata: 25-10-2023 Jara: 25-10-2023
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Product / Ketorol gel for external use 2 %
IMpoaykT Keropon®, renib ajis HAPYAKHOTO NpHMEHerNs 2 %o
Batch No / 1 V230757 Batch Quantity / : 32440 units /
Cepust Ne Pasmep cepun 32440 enuHu
Analytical Report No / : 040002232457 Date of Analysis / : 25-10-2023
AHAJMTHYECKHIT 0TUeT Ne JlaTa ananusa
Date of Manufacture / : 10.2023 Date of Expiry / : 09.2025
Jata npoM3BOACTBA T'opeH ao (BKJI.)

Analysis performed according to ND / Ananus nposeaen no HJL: JITI-Ne(001119)-(PT-RU)-110822

Ne Test / IlokasaTenb Result / Pe3ybTaThl Specification / Hopma
Any single unidentified Below LOQ (LOQ = 0.025 %) / Huwke | Not more than 1.0 % / He 6onee 1,0 %
impurity/ Exuauanas npeaena KoJW4eCTBEHHOTO ONPEEICHHUs
HEUJEHTHULMPOBAHHAS (TIKO = 0.025 %)
NpUMeECh
Total impurities / Cymma Below LOQ / Huxe npenena Not more than 3.0 % / He Gonee 3,0 %
HpHMeceﬁ KOJMMYECCTBECHHOTO ONPEACIICHUSA

7 | Microbial limits / MukpoGHosiorH4yecKkas 4YucroTa

MUKPOOPTaHN3IMOB

count / O61mee 4YUCIoO

Staphylococcus aureus

Pseudomonas aeruginosa

Total aerobic microbial count
(  Obluee YHCIIO a3POOHBIX

Total combined yeast and molds

JIPOMCKEEBIX U IDIECHEBBIX l"pPIﬁOB

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

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

Absent in 1 g/ OrcyTcTBYeT B Ir
Absent in 1 g/ OTcyTCTBYET B 1T

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

Not more than 10 CFU/g /
He Gonee 10 KOE/r

8 | Assay/ KonuyecTBeHHOE onpeae/ieHue:

Ethanol / Dtanon 97.6 % NLT 85% and NMT 115% of the
labeled amount
Or 85 mo 115% or 3aiBJIEHHOTO
KOJIMYEeCTBa

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

JuMeTHicynbGOKCH I labeled amount / Ot 90 mo 110 % ot

3asBJIEHHOI'O KOJIHYECTBA

Remarks : The Product conforms to ND /
IMpumeuanve: [TpoaykT cooTBeTcTBYET Tpedosanmim HIT

Conclusion : APPROVED /
3aknoyenne: OJJIOBPEHO

JHara: 25-10-2023

Iara: 25-10-2023

Prepared by / Checked by / Approved by: Manager / Executive /
[ToaroroeneHo: Ranjeet Iposepeno: SantoshKumar Onobpeno: Menemxep / Pykosoputens
62;/ Maurya : Abhishek Chauhan kt/\
G f
Reprint Date / Reprint Date / Reprint Date / '

Hata: 25-10-2023

Registered Officc: 8 2 337, Nond Mo. 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

Should absent in 1 g/ OtcyTcTBHE B 1T

Should absent in 1 g/ OtcyTcTBUE B 1T
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Product/ : Ketorol gel for external use 2 %
[MpoaykTt Ketopon®, rens 1)1 Hapy»>kKHOro npuMeHeHus 2 %
Batch No / 1 V230757 Batch Quantity / : 32440 units /
Cepus Ne Pa3mep cepun 32440 equHULL
Analytical Report No / : 040002232457 Date of Analysis / : 25-10-2023

AHanuTHyecKHnii oTyer Ne

JlaTa aHanu3a

Date of Manufacture / :10.2023

JlaTa npou3BoACTBA

Date of Expiry / : 09.2025
I'open no (Bka.)

Analysis performed according to ND / Auanus nposeaen no HJI: JIIT-Ne(001119)-(PI'-RU)-110822

TSodium methyl parahydroxy-
benzoate / Merunnapa-
rUApOKCUOeH30aT HATPUS

973 % NLT 90% and NMT 110% of the
labeled amount / Ot 90 no 110 % ot
3asBJIEHHOIO KOJIMYECTBA

Sodium propyl parahydroxy-
benzoate / [Tponunnapa-
IUAPOKCUOEH30aT HATPHUA

94.6 % NLT 90% and NMT 110% of the
labeled amount / Ot 90 no 110 % ot
3a4BJIEHHOI0 KOJIMYECTBA

Ketorolac tromethamine /
Keroponaka TpoMeTaMUH

99.4 % NLT 90 % and NMT 110 % of the
labeled amount / Ot 90 5o 110 % ot
3asBJIEHHOTO KOJIUYECTBA

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. / ITo 30 r
B Ty0y u3 JaMHHHPOBAHHOTO ANTIOMHHMA, CHaOXeHHYIO MeMOpaHOM s
KOHTpONsi mepBoro BckpbiTus. Ilo 1 Tybe BMecTe ¢ HMHCTPYKUMEH IO
MEQULIHHCKOMY NIPUMEHEHHMIO (JIMCTKOM-BKJIaJIbILIEM) B NTAaUKy KapTOHHYIO.

API name / HaumenoBanue ADC:

Ketorolac tromethamine / KeToponaka TpoMeTaMuH

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

Homep cepun nponssoautesss APC:

FP Manufacturer API Batch number / |FEQA00447

Homep cepuu cy6ecTannuu
npoussBoautens [JID:

API Manufactured by & country /
IIponssoautenr APC, crpana:

Dr. Reddy's Laboratories Ltd., India / JI-p Pennu’c Jlabopatopuc Jita., Maaus

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

IMpumeyanne: [poaykT cooTseTcTBYET TpeboBanusaM HJI 3akmouenne: OJOGPEHO

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

IToarorosieHo: Ranjeet [TpoeepeHo: Santosh Kumar Opobpeno: Menemxep \ PykoBoauresis
@, - Maurya CE: Abhishek Chauhan \\)\

Reprint Date / Reprint Date / Reprint Date / |

Jata: 25-10-2023 Hara: 25-10-2023 Hata: 25-10-2023
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