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Product/ : Ketorol gel for external use 2 %

Mpoayrl Ketopon(, refib Ans HapyaHoro npumeHenus 2 9% -
Batch No / : V220856 Batch Quantity / : 19020.000units /
[Cepusi No Pasmep cepuit 19020.000 canunn
IAnalytical Report No / : 040001657386 Date of Analysis / : 16.10.2022
:;Auammmecmm oTyeT No ' Jata aHanu3a
|Date of Manufacture / : Oct-2022 Date of Expiry / : Sep-2024

Jlata npon3soacrea TIogen go (BK.)

| Analysis performed according to ND / Ananus nposeaen no HJI: JI[1-001080-160621

No Test / TlokaszaTenn Result / Pe3ysbTaTsl

Specification / Hopma

1 ipti e .
DlesCpHON./ CHTHCHN Homogeneous -transparent gel with

characteristic odor / OnHOPOIHBIH
| noJynpo3pauHblii renb ¢
XapaKTePHbIM 3aMaxoM.

Hoinogeneous transparent or semi-
transparent gel with characteristic odor /

| OnHopoaHbIH Npo3payHblil U1K

TIOTYTPO3paYHbIH refib C XapaKTEPHLIM

| 3araxXoM.

2 |Identification / IloanMHHOCTH

2a |Ketorolac tromethamine / Complies as prescribed / The retention time of the main peak in the
Keroponaka TpoMeTaMHH CooTBEeTCTBYET chromatogram of the sample preparation |
corresponds to that in the chromatogram
of the standard preparation of ketorolac
tromethamine under assay / Bpems
| yoepuBaHus OCHOBHOrC MNMKa Ha
XpOMarorpamMMe HCMbITYEMOTO PacTBOpa
JOJDKHO  COOTBETCTBOBATH  BPEMEHH
YIEPKUBAHUS OCHOBHOIO IHKa Ha
XpoMaTorpaMme pacTBopa CTaHAapTHOrO
o6pasua KeToponaka TpoMeTaMHUHa
Remarks : The Product conforms to ND / Conclusion : APPROVED /
IMpumeuanue: [Ipoaykt coorBeTcTBYeT Tpeboanusm HJJ 3axkmouenne: ONOBPEHO
Prepared by / Checked by / Approved by: Manager / Executive /
[ToarorosneHo: 1 lposepeno: Kamakant UnobpeHo: Menemxkep / FykooaiTeNb
Sunny Sharma < %\U@ Abhishek Chauhan Jt r
/
Reprint Date / Reprint Date / Reprint Date /
Hara:16.10.2022 Hara: 16.10.2022 Hara: 16.10.2022

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 490C 2999, Email: mail@drreddys.com
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|Product / Ketorol gel for external use 2 %

MpoayrT Keropont, reab anst HapysKHOTO MPHMCHCHIA 2 %

Batch No / 1 V220856 [Batch Quantity / 19020.000units /
Cepnis Ne : Paszmep cepuil 19020.000 emnniny
Analytical Report No / : 040001657386 Date of Analysis / : 16.10.2022
AHaMUTHYeCKuil oTueT Ne Jlara ananusa

Date of Manufacture / : Oct-2022 Date of Expiry/ : Sep-2024

|laTa npon3BoACTBA : Topen no (BKJL.)

Analysis performed according to ND / Ananus nposeaet no H,: JIN-001080-160621

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
MeTtunnaparuapoKkcHOeH30aT chromatogram of the sample preparation
HaTpUs ¥ MPOMHJINIAparHapOKCH- corresponds to that in the chromatogram
0eH3oar HaTpHs of the standard preparation under assay /
Bpemena  ynepXuBaHus — OCHOBHBIX
[IHKOB HAa XpOMaTOrpamMMe UCIILITYeMOro
pacTBopa JOJUKHBl  COOTBETCTBOBATH
BpEMEHaM  YNEPKMBAHUA  OCHOBHBIX
NMKOB Ha XpomarorpamMme pacTsopa
CTaHOAPTHBIX 0obpasuos
MeTHTapary ApoKkcubeH3oara "
nponuInaparuapokcubensoara.
3 | Average fill weight / Macca 51.1g/51dr In according to Rus. Ph..Not less than
COMEPIKUMOTO YNAKOBKH 500 g / B cooTBeTCTBHH €
I rpedopanusvi [P PO. He menee 50.0T
4 |pH of aqueous suspension / 6.8 16.0-7.8/016,0mn07,8

pH BoAHOIT cycnen3uu

5 | Viscosity / Bs13KOCTh

7.237 poise / 7.237 nya3s

| Between 5 and 12 poise /
IOT 5 no 12 nyas

Remarks - The Product conforms to ND /
TMpumeuanue: [1poayKT COOTBETCTBYET tpebopanisam HJT

Conclusion : APPROVED /
3axniodenue: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager / Executive /
[ToAroTOBJIEHO: IposepeHo: Ramakant Onobpeno: Menewsey / Fynosoautens
Sunny Sharma M~ ' \U'..I Abhishek Chauhan &

A
Reprint Date / Reprint Date / Reprint Date /
IaTa:16.10.2022 Hara: 16.10.2022 Hara: 16.10.2022
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Product/ : Ketorol gel for external use 2 %

INMpoaykT Keropon®, renb ans HapyA&HOTo npimeHens 2 %

Batch No / : V220856 Batch Quantity / : 19020.000units /
Cepus Ne Passmep cepun 19020.000 eatini
Analytical Report No / : 040001657386 Date of Analysis / : 16.10.2022
AHaNIUTHYECKHH oTyeT Ne Jara ananusa

Date of Manufacture / : Oct-2022 Date of Expiry / : Sep-2024

JlaTa npoH3BoACTBA Ionen po (BKI.)

Analysis performed according to ND / Anaaus nposenen no HJL: JI11-001080-160621

6 | Related substances / PoacTBeHHbIE cOeAMHEH U _ S
Ketorolac 1-keto analogue / 0.04 9% | Not more than 1.0 % /He Gonee 1,0 %
1-KeToaHanor KeTopoJlaka

Less Than LOQ (LOQ = 0.020 %) /

Ketorolac 1-hydroxy analogue / LS IPE:ICIa KOAHUCCTBEITIONO Not more than 0.5 % / He 6onee 0,5 %
l-ruapoxcHaHalior KeTopoaka orpeaeierns (IMTKO = 0.020 %)
Any single unidentified . Not more than 1.0 % / He 6osee 1,0 %
impurity/ ExnHuynas | Less Than LOQ(0.025%) Hitae npeaena
HeUACHTHHLMPOBaHHas | Komuecrsentioro onpeiesennst (NKO =

| npuMecs - 0.025 %)

| Total impurities / CymMmma 0.04 % Not more than 3.0 % / He 6onee 3,0 %

p y
| npuMeceii

7 | Microbial limits / MukpoOuosornyeckas 4McToTa

Total aerobic microbial

count / Oduee uneno Less than 10 CFU/g / | Not more than 100 CFU/g /
[a9po0OHbIX Mchee 10 KOE/r He 6onee 100 KOE/r
MIKPOOPTaHH3MOB
Total combined yeast and molds Less than 10 CFU/g / Not more than 10 CFU/g /
lcount/ Odwee uiicno ! Menee 10 KOE/r He 6once 10 KOE/r
IPOAOKEBLIX W TJICCHEBBIX |
rpudoB |
Staphylococcus aureus ' Absent / OTCyTCTBYET Should absent in 1 g/ OtcyTcTBHE B 1T
\Pseudomonas aeruginosa ' Absent / OTcyTcTBYET Should absent in 1 g/ OrcytcTere B 1T
|
|
S EE—— | |
Remarks : The Product conforms to ND / Conclusion : APPROVED /
Ilpumeuanne: [IpoaykT cootBeTcTBYET TpeboBannam HJL 3akmoyenne: OJOBPEHO
Prepared by / Checked by / Approved by: Manager / Executive /
llonrotoBneno: | lporepeHo: Ramakant Onodpeno: Menetxep)/ Pykosoiureb
Sunny Sharma '%A«"ﬁ/ Abhishek Chauhan K ‘
Reprint Date / Reprint Date / Reprint Date /
Hara:16.10.2022 Hara: 16.10.2022 JHara: 16.10.2022

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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Product/ Ketorol gel for external use 2 %

[Mpoaykr Ketopon®, reas Ais HapymHOro npusiencHis 2 %

Batch No / 1 V220856 Batch Quantity / : 19020.000units /
Cepis Ne - Pazmep cepun 19020.000 eanHmnu
Analytical Report No / : 040001657386 Date of Analysis / + 16.10.2022
|AnanurTuyecknii oruer Ne JaTa anannsa

|Date of Manufacture / t Oct-2022 Date of Expiry/ : Sep-2024

JlaTa npon3sBOACTBA T'oneH po (BK1.)

Analysis performed according to ND / Ananus nposeien no HJL: JITT-001080-160621

8 | Assay/ KonuuecrscHHoe onpeieneHue:

| Ethanol / DTaHon

99.5%

Dimethyl sulfoxide /
JumMeruncyibdokcun

101.4 %

NLT 85% and NMT 115% of the|
labeled amount of C:H¢O (ethanol) /
Or 85 pmo 115% oOT  3a4BICHHOrO
| konnyectsa C2HeO (»TaHou)

NLT 90 % and NMT 110% of the
labeled amount of C;HsOS (dimethyl
sulphoxide) / Ot 90 no 110% ot
sasieneHHoro  kojumdectsa  C2HqOS
(mmMeTuncynbhoKcu)

| Sodium methyl parahydroxy- .

benzoate / MeTtuiinapa-
rHApOKCHOEH30aT HAaTpuUs

99.7%

NLT 90% and NMT 110% of the
labeled amount of CgH;NaO; (sodium |
methyl parahydroxybenzoate) / Ot 90 no
110 % oOT 3asABJIEHHOIO KOJHWYECTBA
CsH7NaO3 (MeTunnaparuapoKcu-
GeH30aT HaTpus)

‘Sodium propyl parahydroxy-
benzoate / [Iponunnapa-
rugpokcubeH30aT HaTpus

96.9 %

NLT 90% and NMT 110% of the
labeled amount of CjoH1NaO3 (sodium
propyl parahydroxybenzoate) / Ot 90 no
110 % oT 3asBNEHHOIO KOJHYECTBA
CioH11NaO; (mponunnaparuapoKCu-
GeH30atT HaTpuUs)

Ketorolac tromethamine /
| Ketoponaka TpoMeTaMuH

100.5 %

NLT 90 % and NMT 110 % of the
labeled amount of C19H24N206
(Ketorolac tromethamine) / Ot 90 no
110 % oT 3aABNEHHOTO KOJIHYECTBA
C19H24N>Qg (xeToponaka TpOMETaMHH)

Remarks : The Product conforms to ND /
Tpumeyanne: TIponykT coorseTcTyeT Tpedosakuam HJL

Conclusion : APPROVED /
3akarouenue: OJJOGPEHO

Prepared by /
LloaroroBneHo:
Sunny Sharma

Checked by /
Mposepeno: Ramakant

Approved by: Manager / Executive /

Ouwbpeno: Menenxep/ Pykopoaurons
W Abhishek Chauhan
% o) [
1

Reprint Date /
JaTta:16.10.2022

Reprint Date /
IMara: 16.10.2022

Reprint Date /
Hata: 16.10.2022
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Product/ Ketorol gcl_for external use 2 %

Ipoaykr KeTopon®, rejib 1J1s HApY/KHOro MpHMeHcHIa 2 Yo -
Batch No / 1 V220856 Batch Quantity / : 19020.000units /
Cepusi Ne Pasmep cepun 19020.000 enunny
Analytical Report No / : 040001657386 Date of Analysis / 16.10.2022
AHauTHYECKHIT oTueT No ) JlaTta aHaJjnza

Date of Manufacture / : Oct-2022 Date of Expiry / : Sep-2024

JaTta npoM3BoACTBa IoneH ao (BKJL.) ~

Analysis performed according to ND / Anasn3 nposeaen no H: JIT1-001080-160621

9 I_’aékag—e/ Ynakoska

10 | Labeling / MapkupoBka

11 |Storage conditions /

|50 g in a laminated aluminum tube
|equipped  with tamper-evident
membrane. Each tube and a patient
information leaflet in a carton. / Ilo
50 r B TYOY U3 NaMHHHUPOBAHHOIO
ATFOMUHUA, CHabXEHHYIO
| MeMOpaHOH Ul KOHTPONIA NEpBOro
BekpbiTha. Kaxaywo TyOy BmecTe ¢
WHCTPYKLUMEH [0 NPUMEHEHWIO B
| ma4yKy KapTOHHYHO.

| Complies as prescribed /
| CooTBeTCTBYET TpeGOBAHUAM

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. / [To 30 r
wm 50 r B TyDy W3 JaMHHHPOBAHHOTO
AMOMHHIA, CHAOXEHHY0 MEMOpaHoH
LISl KOHTPOJA [1IEPBOTO BCKPEITUSA.

Kaxayto Ty0y BMECTE € HHCTPYKLMEH 110
TPUMCHEHHIO B IAUKY KapPTOHHYIO.

| According to ND /
| B cooreTcTBHM ¢ H]T

" | Below 25 °C. Do not freeze. /

XpaHeHHne IMpu Temnepatype He Bblile 25 °C. He 3amopakiBaTs.
| 12 | Shelf life / Cpox rognocTH 2 years /2 rona R o
Remarks : The Product conforms to ND / Conclusion : APPROVED /
Ipumeyanue: [Ipoaykr coorseTcTByeT Tpebopanmsam HJI 3akmouenne: OJOBPEHO
Prepared by / Checked by / Approved by: Manager / Executive /
IloaroToBieHo: IMposepeng; Ramakant

Sunny Sharma

OnobpeHo: MeHemxep ( PykosoanTens
Abhishek Chauhan

Reprint Date /
Jlata:16.10.2022

Reprint Date /
Hara: 16.10.2022

Reprint Date /
Hara: 16.10.2022
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