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Product/ Ketorol gel for external use 2 %

IMpoaysTt KeTopon®, rens ans HapyAHOTo npimescenis 2 %

Batch No/ : V230375 Batch Quantity / : 32315 units /
Cepus No Pazmep cepun 32315 eanHnny
Analytical Report No/ : 040001830172 Date of Analysis / ¢ 22-05-2023
Auanurwyeckuit oTyeT No Jata ananusa )

Date of Manufacture / : May.2023 Date of Expiry / : Apr.2025
Jlara npou3BOACTEA TConen ao (BR.)

Analysis performed according to ND / Auanus nposeaes no H/A: JITI-Ne(001119)-(PT-RU)-110822

Result / PesyabTaThl

Ne Test / [Toxa3areb

1 | Description / Onncanue
with characteristic odor /

C XapaKTEPHLIM 3aNaXOM.

2 |Identification / l’luemmplmau;h
2a | Ketorolac tromethamine /
Keroponaka TpoMeTaMHH

Complies as prescribed /
CooTBeTcTBYET

Homogeneous semi-transparent gel

OnHOpPOAHbIf NONTYNPO3payHbIH Telb

Specification / Hopma

Homogeneous transparent or semi-
transparent gel with characteristic odor /
OaHOpOAHLIIT MPpo3pauHblii 1
TNOJYNPO3PAUHbIH b C XapaKTEPHbLIM
3araxoM.

' 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
| ynepKuBaHHA OCHOBHOTO TMHKa  Ha
XpOMaTOrpaMMe HCIIBITYEMOT'O PACTBOPA
JIOMKHO  COOTBETCTBOBATH  BPEMEHH
YIEePKUBAHUS OCHOBHOTO MHMKAa Ha
XpOMaTorpaMme pacTBopa CTaHZapTHOrO
o0pasua keToponaka TpoMeTaMHUHa

Remarks : The Product conforms to ND /
IIpumeuanue: Ilpoaykt cooTBeTcTBYET TpeboBanusm H]

Conclusion : APPROVED /
3axmwuenue: OQJIOEPEHO

Prepared by / Checked by / Approved by: Manager / Execulive /
IMoaroTosneHo: Ankit ~ IlpoBepeno: Himesh Kumar OnobpeHo: Meremwxep / PyKoBORNTE 1L
//;\" £ Manoj Kumar /l
/ { Lt
-— < .v--"'_
Reprint Date / L= Reprint Date / Reprint Date /
Jara: 22-05-2023 _Hara: 22-05-2023 Jara: 22-05-2023

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: L85195AP1984PLC004507
www.drreddys.com
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Product/ : Ketorol gel for external use 2 %
TNpoayxr KeTtopon®, renb ans HapyxHOro npuMeHeHus 2 %o
Batch No / 1 V230375 Batch Quantity / < 32315 units /
| Cepns Ne Pa3mep cepuu 32315 epuHuy
Analytical Report No / : 040001830172 Date of Analysis / : 22-05-2023
AHajnTuyecKknit oT4er Ne JlaTta ananusza
Date of Manufacture / : May.2023 Date of Expiry / + Apr.2025
Jata npon3BoacTea Foaen po (Bra.)
Analysis performed according to ND / Anasnuz nposenen no H/L: JITI-Ne(001119)-(PI-RU)-110822

R wil Test / IokazaTens ,' Result / PesynbTatsi , Specification / Hopma
2b | Sodium methyl parahydroxy- Complies as prescribed / |The retention time of the sodium methyl
benzoate and sodium propyl CooTsercTBYET parahydroxybenzoate and sodium propyl
parahydroxybenzoate / parahydroxybenzoate peak in the
MerunnaparsapokcudeH3oaT chromatogram of the sample preparation
HaTpHs W NponUAnNaparuapoKCH- corresponds to that in the chromatogram
GeH30aT HaTpHA Jof the standard preparation under assay /
inemeHa yOEPKHBaHHA  OCHOBHBIX
| IMKOB HA XPOMATOTPAMME MCMBITYEMOrO
_ |pacTBOpa HOJDKHBI  COOTBETCTBOBATH
; BpEMEHAM  YOCPKHBAHMS  OCHOBHBIX
ff MHKOB 'Hd XpOMATOrpamMe pacTBOpa:
CTaHOAPTHBIX obpasuos
| MeTHNaparuapoxciubersoara 7
NponHinapariapokcubeH30aTa.
| 3 | Weight of package content / 304¢g/304r [n according to EAEU Ph. or Rus. Ph. /
Macca cogepkumoro B COOTBETCTBHM C TpeGOBaHHAMH
yOAKOBKH DOEADC unmu I'® PO.
4 |pH of aqueous suspension / 6.4 6.0-7.8/016,0 no 7,8
pH BoaHoii cycnensuu 1
| 5 | Viscosity / BaskocTs 7.667 poise / 7.667 nya3s Between 5 and 12 poise /
UT 5 a0 12 nyas
6 |Related substances / PoacTBeHuble npumecu B
Ketorolac 1-keto analogue / 0.02 % Not more than 1.0 % /He 6osee 1,0 %
1-xeToaHanor keroponaka
Below LOQ (LOQ = 0.020 %) / Huxe
Ketorolac 1-hydroxy analogue / | npeacna konmuccreennoro onpenenenus | Not more than 0.5 % / He 6onee 0,5 %
l-rumpokcliananor KeToponaka (TIKG = 0.020 %)

Remarks : The Product conforms to ND /
Ilpumeuannme: Ilpoaykr cootBeTcTBYeT TpeGosaniam HII

Conclusion : APPROVED /
3axmoucune: OJJOBPEHO

Prepared by /
Iloarororneno: Ankit -

/A

Checked by /
Ilposepeno: Himesh Kumar

Approved by: Manager / Executive /

OnobpeHo: Menemxep / Pykorozi

Manoj Kumar ?ﬂ
h‘n (e

Reprint Date / =2

Hara: 22-05-2023

Reprint Date /
Hara: 22-05-2023

Reprint Date /
Hara: 22-05-2023
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Product/ : Ketorol gel for extemal use 2 %

Mpoaykt KeTopon®. resib ans HapykHOro npHmeHeHus 2 %

Batch No / 1 V230375 Batch Quantity / : 32315 units/
|Cepusa Ne Pasmep cepun 32315 epuBiu
Analytical Report No / : 040001830172 Date of Analysis / : 22-05-2023
Auanurnyecknii oryer Ne JlaTa aHanu3a

Date of Manufacture / ; May.2023 Date of Expiry / ¢ Apr.2025
Jara npoH3BOACTBA I'oneH go (BKA.)

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

Ne Test / [lokazaTesn Result / PesynbfaTbl 5 Specification / Hopma
B Any single unidentified 0.03% Not more than 1.0 % / He 6onee 1,0 %
impurity/ Enuniunas
| HeMEeHTHPHIUPOBaHHASA
[IPUMECh
Total impurities / Cymma 0.1% Not more than 3.0 % / He 6onee 3,0 %
npumece |
7 | Microbial limits / Mukpo6uo10rudeckas 1HcTOTa

Total aerobic microbial count
OO61ee YHCTO a3pabHbIX

IMHUKpPOOPraHH3MOB

| Total combined yeast and molds

count / OO01ee wHCIO0

IPOMOKEBBIX H [TIGCHEBLIX TPHGOB

Staphylococcus aureus

\Pseudomonas aeruginosa

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

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

Absent in 1 g/ OtcyrcTBYeT B 11

Absent in 1 g/ OtcyrcTByer B 1T

"Not more than 10 CFU/g /

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

He 6onee 10 KOE/r

Should absent in 1 g/ OtcyTcTBHE B 1T

Should absent in 1 g/ OTcyTcTBYHE B 1T

Assay / KonnuecTeeHHoe onpeaeseHune:

Ethanol / Dtanon 98.0 % NLT 85% and NMT 115% of the
labeled amount /
Or 85 po 115% oT 3asBICHHOIO
KOJIMYECTBA

Dimethyl sulfoxide / 100.4 % NLT 90% and NMT 110% of the

Jumetwicynbdokcun labeled amount / Ot 90 po 110 % ot

3aABJIEHHOI'O KOJIMYECTBA

Remarks : The Product conforms to ND /

Tipumesanse: Tponykr cootsercteyet TpeGosanuam HIT

Conclusion : APPROVED /
3aknioyenune: OJOBPEHO

Prepared by / Checked by / Approved by: Manager / Executive /
MonroToBncHO: Ankit Tpoeepenog Ilimesh Kumar Opobpcro: MeHemiep / Pykosonigent
/ ("_‘*:.\ —> Manoj Kumar ) ' ﬁc
/ ?1 — - b L=
Reprint Date/ /.- Reprint Datc / Reprint Datc /
Jara: 22-05-2023 Hara: 22-05-2023 Hata: 22-05-2023

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2200, Fax: +91 40 4900 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLCO04507
www.drreddys.com
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Product / Ketorol gel for external use 2 % '
[poayxr Ketopon®, resib 118 1Hapy»Horo npuMeHeHns 2 %
Batch No / : V230375 Batch Quantity / : 32315 units /
Cepus Ne Pazmep cepuu 32315 epntny
Analytical Report No / : 040001830172 Date of Analysis / s 22-05-2023
AHanurHyeckHii oTyet Ne JlaTa ananusa
Date of Manufacture / ¢ May.2023 Date of Expiry / : Apr.2025
Jlata npon3ssoacTea I'open no (BKJ1.)
Analysis performed according to ND / Ananu3 oposenen no H: JIIT-Ne(001119)-(PI'-RU)-110822

Sodium methyl parahydroxy- 100.6 % NLT 90% and NMT 110% of the
benzoate / MeTunnapa- labeled amount / Ot 90 no 110 % ot
rHApOKCUOEH30aT HATPHA 3asBNEHHOTO KOJTMIECTBA

| Sodium propyl parahydroxy- 98.2 % NLT 90% and NMT 110% of the
benzoate / Iponnnnapa- labeled amount / Ot 90 no 110 % ot
IHAPOKCUBEH30aT HATpPASs 3asIBJICHHOTO KOJMYECTBA
Ketorolac tromethamine / 100.6 % NLT 90 % and NMT 110 % of the
Keroponaka tpometamun labeled amount / Ot 90 a0 110 % ot

32ABAEHHOTO KONMYECTBA

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. / [To 30 r
B8 Ty0y M3 JaMHHHPOBAHHOrO ANFOMUHHSA, CHaGXKeHHYI0 MeMOpaHoii Wi
KOHTPONIA MepBOro BCKpbiTHA. IJo 1 TyGe BMecTe ¢ HWHCTpyKUHMEH IO
MEIULMHCKOMY NPHMEHEHUIO (JIUCTKOM-BIJIaJbIIIEM) B [TaYKY KaPTOHHYIO.

APIname / Haumenosanne ADC:

Ketorolac tromethamine / KeToponaka TpoMeTaMiH

INN / MHH:

Ketorolac / KeToponak

Howmep cepin cyGeTanuuu
upoussoautens [JID:

'API manufacturer batch number / ABPH010274
Homep cepun npoussoautens APC:
FP Manufacturer APl Batch number/ |FEQAUUU3Y

API Manufactured by & country /
Npouzsoautens A@C, cTpana:

Dr. Reddy's Laboratories Ltd., India / J[-p Pemau’c Jlabopatopuc JIta., Unaus

Remarks : The Product conforms to ND /
Ilpumeuanne: [lpoaykT cootsercTRyeT Tpebosaumanm H]I

Conclusion : APPROVED /
3aknwuenue: OJOEPEHO

Prepared by /
TToprotosneno: Ankit

A

Checked by /

ITpoeepeHno: j‘mesh Kumar
~ \2r

Approved by: Manager / Executive /
Onobpeno: Meremkep / PykoBomirels

Manoj Kumar - -

7 =
[

Reprini Dale /
JHata: 22-05-2023

Reprint Date /
Hara: 22-05-2023

Reprint Date /
Hara: 22-05-2023
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