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Product / Ketorol gel for external use 2 %

[MpoaykTt Ketopon®, reap myns HapyxHOro npuMenenns 2 %

Batch No / 1 V220213 Batch Quantity / : 18902.000 units /
Cepus Ne Pa3mep cepum 18902.000 exuuui
Analytical Report No / : 890001585413 Date of Analysis / : 16.04.2022
AHanuTHYecKnii oTueT Ne Jdara ananusa

Date of Manufacture / : Apr-2022 Date of Expiry / : Mar-2024

Jara nponsBojacrea I'ogen no (BkJ1.)

Analysis performed according to ND / Anagus nposenen no HJL: JITT-001080-160621

No Test / IlokasaTeb |

Result / PesyabTaTsl

Specification / Hopma

1 |Description / Onucanmne

Homogeneous semi-transparent gel
with characteristic odor /
OIHOPOAHEL NOMYIIPO3paYHKIii resb
C XapaKTEPHBIM 3allaXOM.

Homogeneous transparent or semi-
transparent gel with characteristic odor /
OnHOpOAHbIH NPO3pavHbIA KK
T0JTYIIPO3Pa4HbIi Te/lb C XapaKTePHBIM
3amaxoM.

| Identification / MognnnnocTs

Ketorolac tromethamine /
KeToponaka TpoMeTaMUH

Complies as prescribed /
CootBercTBYET

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
YIACPXKUBAaHUA OCHOBHOTO TIIMKAa Ha
XpOMaTorpaMMe HCIIBITYEMOTO PacTBopa
JODKHO  COOTBETCTBOBATH  BPEMEHHU
YOSPXKUBaHHA OCHOBHOTO MHMKa Ha
XPOMaTorpaMMe pacTBOpa CTAaHAAPTHOTO
obpasia KeTopoaka TPOMETaMHHA

Remarks : The Product conforms to ND /

Hpumeuanue: [poaykt coorsercTayeT TpeGosaniam HJT

Conclusion : APPROVED /
3akmouenune: QJJOBPEHO

Prepared by / Checked by / Approved by: Manager / Executive /
[MonrorosneHo: ] Ilposepeno: Naresh Kumar Onobpeno: Mexemke] / Pykoponureis
Pravesh Rana ( @’ Abhishek Chauhan L 75

LS
Reprint Date / Reprint Date / Reprint Date /
Hata:16.04.2022 Hara:16.04.2022 Hata:16.04.2022
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Product/ : Ketorol gel for external use 2 %
Ipoaykr Ketopon®, rensb mist HapyKHOTO npUMeHeHus 2 %
Batch No / 1 V220213 Batch Quantity / : 18902.000 units /
Cepus Ne Pasmep cepuu 18902.000 exummiy
Analytical Report No / : 890001585413 Date of Analysis / : 16.04.2022
AHanuTHYeCKHIi 0TyeT No JlaTta ananusa
Date of Manufacture / : Apr-2022 Date of Expiry / : Mar-2024
JaTa npousBoacTBa T'ogen ao (BkA.)
Analysis performed according to ND / Auaaus nposeaen no HJI: JITI-001080-160621

Ne Test / IToxa3zarens

Result / PezynbTaThl

]

Specification / Hopma

2b | Sodium methyl parahydroxy-
benzoate and sodium propyl
parahydroxybenzoate /
MeTtunnaparuapokcubeH3oat
HATpHs U OpONUINaparuapoKCcH-
6eH30aT HaTpUs

Complies as prescribed /
CootBercTByeT

The retention time of the sodium methyl
parahydroxybenzoate and sodium propyl
parahydroxybenzoate peak in the
| chromatogram of the sample preparation
corresponds to that in the chromatogram
of the standard preparation under assay /
BpemeHa  ynepXUBaHHA  OCHOBHBIX
MHUKOB Ha XpOMaTOrpaMMe HCIBITYEMOTO
pacTBopa HOJDKHBI COOTBETCTBOBATh
BpPEMEHaM  yIEpXKHBaHUA OCHOBHBLIX
NMKOB Ha XpoMaTorpaMMe pacTBopa
CTaHJApTHBIX o6pa3Los
MeTWITIAPAaruAPpOKCHOEH30aTa u
HponuInaparuapokcubeH3oata.

3 | Average fill weight / Macca
COAEPXKHMOTr0 YIIAKOBKH

51.1g/51.1r

[In according to Rus. Ph..Not less than
500 g / B cooTBeTCTBHH C
TpeboBanusamu ' PO. He menee 50.0r

4 | pH of aqueous suspension /
pH BoaHoii cycneH3nn

5 | Viscosity / Baszkocth

6.8

6.0-7.8/016,0 1078

8.212 poise / 8.212 mya3

| Between 5 and 12 poise /
Ot 5 mo 12 myas

6 |Related substances / PoacTBeHHble coeaHHEHHS

Ketorolac 1-keto analogue /
1-keToaHaIOr KeTOpONaKa

0.02%

Less than LOQ (LOQ = 0.020 %) / Huske
Ketorolac 1-hydroxy analogue / | npeacna konuuccersennoro onpenencaus | Not more than 0.5 % / He Goxnee 0,5 %
1-runpoxkcuananor keroponaka | (ITKO = 0.020 %)

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

Remarks : The Product conforms to ND / Conclusion : APPROVED /
[Mpumeuanue: [Tpoxykt cooTBercTBYeT TpeGoBanuam HJL 3akmouenue: OJOBPEHO
Prepared by / Checked by / Approved by: Manager / Executive /
INoarortoBneHo: ( ITposepeno: Naresh Kum Onodpeno: Menemxep / PykoBoautens
Pravesh Rana 1 é{ Abhishek Chauhan |

4 —
Reprint Date / Reprint Date / Reprint Date /
Hara:16.04.2022 Hata:16.04.2022 Harta:16.04.2022

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: L85195AP1984PLC0O04507

www.drreddys.com



Dr.Reddy’s ‘,’-

CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHAJIM3A

Dr. Reddy's Laboratories Ltd.
Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
Tel : +91 98166 56001-02

www.drreddys.com
Page3 of 5/Crp.3u3 5

Product / Ketorol gel for external use 2 %

Mpoaykr Keropon®, rens mis Hapy:kHOTO npUMenenns 2 %

Batch No / 1 V220213 Batch Quantity / : 18902.000 units /

| Cepnst Ne Pasmep cepun 18902.000 enunun
Analytical Report No / 1 890001585413 Date of Analysis / : 16.04.2022
AHaJMTHYECKHIT 0TueT Ne Hdata ananusa

Date of Manufacture / 1 Apr-2022 Date of Expiry / : Mar-2024

JlaTa npoussoacTea T'onen xo (BKM.)

Analysis performed according to ND / Auaaus npoenen no HJI: JITI-001080-160621

| Test / IToka3zaTenn

MUKPOOPraHU3MOB
Total combined yeast and molds
count / OBluee yucno
APOIHIKEBLIX U [IECHEBBIX
IpHdoB

Staphylococcus aureus

\Pseudomonas aeruginosa

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

Absent in 1 g/ OrcyrctByeT B 11

Absent in 1 g/ OtcyrctByeT B 1T

Ne Result / Pe3ynbTaTel Specification / Hopma
Any single unidentified Not more than 1.0 % / He 6onee 1,0 %
purity/ EnuHpaHax Less than LOQ (LOQ = 0.025 %) /
HeHHeHTququOBaHHaH Hmxe npeaena konuuecTBeHHOro
HpUMECH onpeacnenus (IMKO = 0.025 %)
Total impurities / Cymma 0.02 % Not more than 3.0 % / He 6onee 3,0 %
npuMecei
7 Microbial limits / Mukpo6HoJIorHYecKasi YHCTOTA

Total aerobic microbial

icount / Ob1ree yucno Less than 10 CFU/g/ Not more than 100 CFU/g /

AIPOOHBIN Menee 10 KOE/r He 6onee 100 KOE/T

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

Should absent in 1 g/ OrcyTcTBre B 1T

Should absent in 1 g/ OtcyrcTBHE B 1

Remarks : The Product conforms to ND /
[pumeuanne: [Npogykr cooreeTcTBYET TpeboranusaM HJI

Conclusion : APPROVED /
3axkmoyenne: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager / Executive /
[Toarorosnexo: / Iposepeno: Naresh Kumar Onobpeno: Menemxep)/ Pykosonurens
Pravesh Rana ' j‘ Q Abhishek Chauhan L {

L. g [ -
Reprint Date / Reprint Date / Reprint Date /
Jara:16.04.2022 Hata:16.04.2022 Hata:16.04.2022
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Product / Ketorol gel for external use 2 %

Mpoaykr Keropon®, rens Iyist HapyiHOro npumenerna 2 %

Batch No / : V220213 Batch Quantity / : 18902.000 units /
Cepus Ne Pasmep cepun 18902.000 enuumig
Analytical Report No / : 890001585413 Date of Analysis / : 16.04.2022
AHaJIUTHYeCKHIT oTyeT No Jara ananmsa

Date of Manufacture / ¢ Apr-2022 Date of Expiry / : Mar-2024

HNata npon3soacTea T'onen mo (BKJL.)

Analysis performed according to ND / Ananus nposeaes no HJI: JITT-001080-160621

8 | Assay/KonnyecTBeHHOe onpeneieHHe:

Ethanol / Dtanon

100.1%

NLT 85% and NMT 115% of the
labeled amount of C;H¢O (ethanol) /
Or 85 mo 115% or 3afBReHHOrO
konmnuectBa CoHeO (a1anon)

Dimethyl sulfoxide /
Jumetuncynbhokcun

104.4 %

NLT 90% and NMT 110% of the
labeled amount of C,HsOS (dimethyl
sulphoxide) / Ot 90 mo 110% or
3agBlNeHHoro  kosmdectea  C,HgOS
(numeTuncynshokcu)

Sodium methyl parahydro
benzoate / Mertunmnapa-
THIPOKCUBEH30aT HATPHS

Xy-

101.2%

NLT 90% and NMT 110% of the
labeled amount of CgH;NaOs; (sodium
methyl parahydroxybenzoate) / Ot 90 mo
110% oT 3adBNEHHOr0 KONHYeCTBa
CsH7NaO; (MeTUNnAaparuapoKCcH-
OeH30aT HaTpUA)

benzoate / [Tpomwinapa-
| THIPOKCUOEH30aT HATPHS

Sodium propyl parahydroxy-

103.5 %

NLT 90% and NMT 110% of the
labeled amount of C,H,;NaOs (sodium
propyl parahydroxybenzoate) / Ot 90 1o |
110% oT 3asBIEHHOr0 KOJIWYeCcTBa
CioH11NaO; (mponunnaparuApokcu-
OeH30at HaTpus)

Ketorolac tromethamine /
Ketoposnaka Tpomeramun

102.9 %

NLT 90 % and NMT 110 % of the
labeled amount of C19H24N204
{(Ketorolac tromethamine) / Ot 90 no
110 % oT 3asBNEHHOTO KOJIMYECTBA
C19H24N2Os (keTOpoIIaKa TpOMETaMHH)

Remarks : The Product conforms to ND /

Ipumeuanne: [IpoaykT cootBeTcTBYET TpeboBaHmsM HJT

Conclusion : APPROVED /

3akmouenue: OJJOEPEHO

Prepared by /
IToarorosneHo:
Pravesh Rana {

Checked by /
[Ipoeepeno: Naresh Kumar

-

Approved by: Manager / Executive /

Opnobpeno: Menemiep [ Pykogoaurens
Abhishek Chauhan | \

Reprint Date /
Jara:16.04.2022

Reprint Date /
Hata:16.04.2022

Reprint Date /
Hata:16.04.2022
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CEPTHOUKAT AHAJIN3A

Product / Ketorol gel for external use 2 %

Hpoayxr Keropon®, renb st HapYyKHOTO npuMeHedus 2 %

Batch No / 1 V220213 Batch Quantity / : 18902.000 units /
Cepus Ne Pasmep cepuu 18902.000 e muaug
Analytical Report No / : 890001585413 Date of Analysis / : 16.04.2022
A”aguTHYecKuii oTyeT No JaTta ananuza

Date of Manufacture / : Apr-2022 Date of Expiry / : Mar-2024

JlaTa npousBoacTBa I'open no (BKJI.)

Analysis performed according to ND / Ananus nposeaen o HJI: JITI-001080-160621

9 |Package / YnakoBka

150 g in a laminated aluminum tube
equipped  with  tamper-evident
membrane. Each tube and a patient
information leaflet in a carton. / Io
50 r B Ty0y W3 JaMHHHPOBAaHHOTO
&TIOMHHUS, cHabXEeHHYIO
MeMOpaHOH I KOHTpOJIS TIEPBOTO
BCKphITHA. Kaxnayio TyGy BMecTe ¢
UWHCTPYKLMEH @0 NPHMEHEHHIO B
nayKy KapTOHHYTO.

130 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
wii 50 r B TyOy M3 JaMHHUPOBAHHOTO
AMOMUHMS, CHabXEHHYIO MeMOpaHoii
JUISL KOHTPOJIS EPBOTO BCKPBITHS.

Kaxayio TyOy BMecTe ¢ MHCTPYKIIMEH 10
NPUMEHEHMIO B NTAYKY KapTOHHYO.

10 |Labeling / MapkupoBka

Complies as prescribed /
CooTBeTCTRBYET TpeOOBAHUMM

Tﬁccording to ND /

B cootBeTcTRHM ¢ H]T

1| Storage conditions /
XpaHeHue

Below 25 °C. Do not freeze. /
ITpu Temneparype He Bbiie 25 °C. He 3aMOpaxuBath.

12 | Shelf life / Cpok roanoctu

2 years /2 rona

Remarks : The Product conforms to ND /

Ipumeuanue: [IpoaykT coorsetcTBYeT TpeGoranmsim HJJ

Conclusion : APPROVED /
3axkmouenne: OJOBPEHO

Prepared by / Checked by / Approved by: Manager / Executive /
[Noxroropnexo: 7 IIpoeepeno: Naresh Kumar Onobpeno: Menemkep ) Pykosoaurens
Pravesh Rana /Q @/ Abhishek Chauhan \

s
Reprint Date / Reprint Date / Reprint Date /
Hata:16.04.2022 Hara:16.04.2022 Hata:16.04.2022
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