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Product / . Ketorol gel for external use 2 %

[Tpoaykr Keropon®, refib s HAPYAHOro npiuMeHeHns 2 %

Batch No / 1 V220541 Batch Quantity / : 19020.000units /
Cepust Ne Pa3smep cepuu 19020.000 enunnu
Analytical Report No / : 040001612409 Date of Analysis / 10.08.2022
AHaJduTHYeCKHI oTuyeT No JlaTa ananiu3a

Date of Manufacture / + Jul-2022 Date of Expiry / : Jun-2024

Jata npon3soacTea T'oxex po (BKA.)

Analysis performed according to ND / Ananus nposenen no HJi: JI[1-001080-160621

Ne Test / [Toka3zaTeb

Result / PesyibTaTh!

| Specification / Hopma

1 | Description / Onucanue

2 |Identification / IlopnunHOCTD

Homogeneous -transparent gel with
characteristic odor / OaHOpoAHbI I
NONyNpOo3pauHsbIi reyib ¢
XapaKTepHBIM 3araxom.

Homogeneous transparent or semi-
transparent gel with characteristic odor /
OIHOPOAHBIM PO3PavyHLIH UK
[ONYTPO3PauHbIil FeNlb € XapaKTEPHbIM
3anaxom.

2a | Ketorolac tromethamine /
Keroponaka TpOMeTaMMH

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 / Bpewms
yIEpXKUBaHMS ~OCHOBHOIO [MUKa Ha
XpoMaTorpaMMe HCMbITyeMOTO pacTBopa
| IOJDKHO ~ COOTBETCTBOBaTb  BPEMEHH
yIepXMBaHHs OCHOBHOIO IHKa Ha |
XpOMaTorpaMMe pacTBOpa CTaHIapTHOrO |
o0pa3sla KeTopoJiaka TpOMETaMUHa

Remarks : The Product conforms to ND /
Ipumeuanue: [IpoaykT cooTBeTcTBYET Tpebosaniam HII

Conclusion : APPROVED /
3akawuenne: OMOBPEHO

Prepared by / Checked by / Approved by: Manager / Executive /
[MoaroroBieHo: ﬁ/ [Tpoeepeno: Ramakant Ono6pero: Menemkep / Pyko B?urrem;
Ankaj Verma Manoj Kumar jr‘h - /.
Reprint Date / Reprint Date / Reprint Date /

JTaTa:10.08.2022 Jara: 10.08.2022 Jlara: 10.08.2022

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

CIN: L85195AP1984PLCO04507
www.drreddys.com
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Product/ Ketorol gel for external use 2 %

IMpoaykr Ketopon®, rens s Hapyi#HOTO nptiMeHenns 2 %

Batch No / 1 V220541 Batch Quantity / 19020.000units /
Cepus Ne Pazmep cepnn 19020.000 exmHuLL
Analytical Report No / 1 040001612409 Date of Analysis / : 10.08.2022
AHaauTHYecknii oryet Ne JlaTa ananusa

Date of Manufacture / : Jul-2022 Date of Expiry / : Jun-2024

JlaTa mpon3BoACTBa T'oaen no (BKI.)

Analysis performed according to ND / Anaaus npoBejieH 1o HJI;: JII1-001080-160621

2b | Sodium methyl parahydroxy- Complies as prescribed / The retention time of the sodium methy!l
benzoate and sodium propyl COOTBETCTBYET parahydroxybenzoate and sodium propyl
parahydroxybenzoate / parahydroxybenzoate peak in the
MeTuanaparyiapokciOeH30aT chromatogram of the sample preparation
HaTpust M NpONHUANapariIpoKCH- corresponds to that in the chromatogram
OeH30aT HaTpHs of the standard preparation under assay /
BpémeHa  yHOepXnBaHUd  OCHOBHBIX
MHMKOB Ha XpOMaTorpaMMe HCILITYEMOro
pacTBopa JOJDKHbl  COOTBETCTBOBATDH
BpeMeHaM  YIEP)KHBaHMS  OCHOBHBIX
NMKOB Ha XpOMaTorpaMMe€ pacTBopa
CTaHIAPTHBIX o0pa3uoB
MEeTHUANaparuJpoKcHoen3oaTa 1%
NpoNUInaparuipoKcHOeH30aTa.
3 | Average fill weight / Macea 51.5g/515r In according to Rus. Ph..Not less than
COAEP)KUMOr0 YIIAKOBKH 500 g / B coorBeTcTBUM €
tpe6osanmsaimu ['® PO. He menee 50,0
4 | pH of aqueous suspension / 6.8 16.0-7.8/016,0107,38
pH BoaHoii cycnensuu
5 |Viscosity / BaskocTb 6.374 poise / 6.374 mya3 Between 5 and 12 poise /
Ot 5 no 12 nyas

Remarks : The Product conforms to ND /
Hpumeuanue: TIpoayKT cOOTBETCTRYeT TpebosanuaM HJI

Conclusion : APPROVED /
3axawouenue: OXOBPEHO

Jara:10.08.2022

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

[TonroToBneHo: @/ [TpoBepeHo: Ramakant Ono6pero: Menemkep / PykosomiTens
aj Verma U anoj Kumar Kssilion

Reprint Date / Reprint Date / Reprint Date /

Jara: 10.08.2022

Hara: 10.08.2022
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'Product/ : Ketorol gel for external use 2 %
[poaykTt Ketopon®, renb 1ns HapyKHOTO npumeHeH s 2 %
Batch No/ 1 V220541 Batch Quantity / : 19020.000units /
Cepus Ne Pa3mep cepuun 19020.000 eannuy
Analytical Report No / : 040001612409 Date of Analysis/ : 10.08.2022
AHanuTnuyeckuii oruer Ne Jlara ananusa
Date of Manufacture / : Jul-2022 Date of Expiry / : Jun-2024
JaTta npou3BOACTBa Togen a0 (BKJ.)
Analysis performed according to ND / Auanns nposeaen no HJL: JI[1-001080-160621

6 |Related substances / PoncTBenHbIe coennueHus B - - N
Ketorolac 1-keto analogue / 0.03 % [ Not more than 1.0 % /He 6onee 1,0 %

1-keToaHanor KETOpOJIaKa |

Less Than LOQ (LOQ = 0.020 %0) /

Ketorolac 1-hydroxy analogue / [ IMzC NPENC:IL KOAHUYCCTBCLIOr0 Not more than 0.5 % / He 6onee 0,5 %
| 1-ruapoKcuanaor KeTopoJiaka orpeacicris (TTKO = 0.020 %)
Any single unidentified Not more than 1.0 % / He 6onee 1,0 %
impurity/ ExunuHas Less Than LOQ(0.025%) Hise npenena
HEMAEHTUHIIHPOBAHHAS konnuccrsenioro onpeacnens (NKO =
npuMech 0.025 %)
Total impurities / Cymma 0.03 % Not more than 3.0 % / He 6onee 3,0 %
npuMecei
7 | Microbial limits / Mukpobuosioruyeckast YucToTa

Total aerobic microbial
count / O0f1uee yueno Less than 10 CFU/g / Not more than 100 CFU/g /
a’pOOHbBIX Menee 10 KOE/r He 6onee 100 KOE/r
MHKPOOPFraHH3MOB
Total combined yeast and molds | Less than 10 CFU/g / Not more than 10 CFU/g /
count/ O0liee 4HUCNO Menee 10 KOE/r He Gonee 10 KOE/r
IPONOKEBBIN M MIECHEBBIX
rpudoB
Staphylococcus aureus Absent / OTcyTCTBYET Should absent in 1 g/ OtcytcTBUE B 1T
Pseudomonas aeruginosa Absent / OTcyTcTBYET Should absent in 1 g/ OtcyTcTBHE B 1T
|
|
|
|
|
Remarks : The Product conforms to ND / Conclusion : APPROVED /
ITpumeuanue: [IpoaykT cooTBeTCTBYET TpeboraHusAM HJI 3axaouenue: OJJOBPEHO
Prepared by / \ Checked by / Approved by: Manager / Executive /
[Toaroroeneno: ﬂ// ] [Mposepeno: Ramakant Ono6peHo: Meneaxep / PykoBoauTenb
Ankaj Verma Manoj Kumar A
{ 7Y
Reprint Date / Reprint Date / Reprint Date /
Hara:10.08.2022 ara: 10.08.2022 Ha1a. 10.08.2022
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Product/ Ketorol gel for external use 2 %

ITponykT Ketopoa®, refb anst HapyAKHOTo npuMeHeHHs 2 %

Batch No / 1 V220541 [Batch Quantity / : 19020.000units /
Cepusi Ne Pasmep cepuu 19020.000 eavnuL
Analytical Report No / : 040001612409 Date of Analysis / : 10.08.2022
AHanuTHdyecknii oTuer Ne JaTta ananu3za

Date of Manufacture / : Jul-2022 Date of Expiry / : Jun-2024

JlaTa npou3BOACTBA logeH no (BKA.)

Analysis performed according to ND / Ananus nposeaen no HJ/L: JIT-001080-160621

8

Assay / KojinuecTBeHHOe OnpeaeieHne:

| Ethanol / Dtanon

'NLT 85% and NMT 115% of the
labeled amount- of C,H¢O (ethanol) /

0,
S Or 85 pmo 115% oT 3adBIEHHOrO
xonudectsa C2HqO (3TaHom)
Dimethyl sulfoxide / NLT 90% and NMT 110% of the
JyMeTHncynbOOKCU labeled amount of CaHOS (dimethyl
104.4 % sulphoxide) / Ot 90 po 110% or
sasBieHdoro  konuuectBa  CarHqOS
(mumeruncynshoKcHua)
Sodium methyl parahydroxy- INLT 90% and NMT 110% of the
benzoate / Metunnapa- labeled amount of CsH7NaOs (sodium
CUIPOKCUOEH30aT HATpUA 101.6% methyl parahydroxybenzoate) / Ot 90 no
' 110 % oT 3asABAEHHOro KOJWYecTBa
CgH7NaOs (MeTHNMaparuapoKcu-
GeH30aT HATpPUs) |
Sodium propyl parahydroxy- NLT 90% and NMT 110% of the
benzoate / IIponunnapa- labeled amount of C;oH1NaO; (sodium
THAPOKCHOEH30aT HATPUS 99.6 % propyl parahydroxybenzoate) / Ot 90 1o
’ 110 % oT 3asBAEHHOIO KOJHYeCTBa
CioH[NaOs (nponunnaparyIpoKCcH-
OeH30aT HATPHUA)
Ketorolac tromethamine / NLT 90 % and NMT 110 % of the
Ketoposaxka TpoMeTaMHH labeled amount of C 9H24N2Og
102.3 % (Ketorolac tromethamine) / Ot 90 no

110 %% 01 SUSBABILIUIY KU NG 1D
C19H24N>O¢ (keTOpOSIaKka TPOMETAMMH)

Remarks : The Product conforms to ND /

Conclusion : APPROVED /

Ipumeuanue: ITpoayKT cOOTBETCTBYET Tpebopanusam HJL

3akmouenue: OJJOGPEHO

Hara:10.08.2022

Hara: 10.08.2022

Prepared by / < Checked by / Approved by: Manager / Executive /
[TonrotoBneHo: ﬁ&/ [MTpoeepeHo: Ramakant Ono6peno: Menemxkep / Pykosomresis
Ankaj Verma : M Manoj Kumar Y)Y
Reprint Date / Reprint Date / Reprint Date /

Nara: 10.08.2022
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Product/ Ketorol gel for external use 2 %

MpoaykT Ketopon®, renb ang HapyAKHOMo npumeHeHus 2 %

Batch No / 1 V220541 Batch Quantity / : 19020.000units /
Cepus Ne Pa3smep cepun 19020.000 egunuy
Analytical Report No / : 040001612409 Date of Analysis / : 10.08.2022
AHnanuTnueckui oTyer No Jara anannsa

Date of Manufacture / : Jul-2022 Date of Expiry / : Jun-2024

JlaTa npou3BOACTBA TogeH a0 (BKA.)

Analysis performed according to ND / Anaau3 nposeaen no HJI: JII1-001080-160621

9

50 g in a laminated aluminum tube
equipped  with  tamper-evident
membrane. Fach tube and a patient
information leaflet in a carton. / Io
50 r B TyOy M3 NaMMHHUPOBAHHOIO
anioMHUHMA, CHabXEHHYIO

"Package / YnakoBka

MeMOpaHOil I KOHTpPONS NEPBOTO
|BCK]:)I>ITI/I§I. Kaxnyio TyOy B™MecTe ¢
MHCTpYKLUHEH II0 NPUMEHEHHIO B
| Ma4Ky 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
unu 50 r B TyOy M3 NaMUHUPOBAHHOTO
ATFOMUHUSA, CHabXeHHYI0 MeMOpaHoii
IUTsl KOHTPOJSi IEPBOTO BCKPBITHA.

Kaxnayto TyOy BMECTe ¢ HHCTPYKLIMEH NO
NPUMEHEHHUIO B AUKY KapTOHHYIO.

10

Labeling / MapkupoBka

[ Complies as prescribed /
CooTeTcTBYET TPeOOBAHUAM

According to ND /
B cootrBercTBUM ¢ HJL

11

Storage conditions / Below 25 °C. Do not freeze. /

XpaneHue

IMTpu Temmnepatype He Bbiie 25 °C. He 3aMopaxuBarth.

12

Shelf life / Cpox rognoctH |2years/2roma

Remarks : The Product conforms to ND /
IMpumeuanue: ITpoayKT cooTBeTCTBYET Tpebosanuam HJI

Conclusion : APPROVED /
3akmouenne: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager / Executive /
IoaroToBieHo: @/ [Tposepeno; Ramakant OnobpeHo: Menemxep / PykosoauTeNh
Ankaj Verma L Manoj Kumar ('}l-"z'""r' /

: et
Reprint Date / Reprint Date / Reprint Date /
Har4:10.08.2022 Hanrd: 10.08.2022 Hara: 10.08.2022
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