q.‘ Dr. Reddy's Laboratories Ltd.
) ® CERTIFICATE OF ANALYSIS Eormulation Unit-6
Dr' Reddy s '. CEPTUOUKAT AHAJIU3A Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, (pGod Pof’a7'E . 1 ua 4
Tel : +91 98166 56001-02 -
Product/ : Ketorol gel for external use 2 % www.drreddys.com
Ipoaykr KeTtopon®, rens A5 HapyXHOTo NpuMeHeHus 2 %
Batch No / 1 V220194 Batch Quantity / : 31,882.000units /
Cepust Ne Pa3mep cepun 31,882.000eqununiy
Analytical Report No / : 890001582548 Date of Analysis / : 01.04.2022
AHaJINTHYECKHH oT4eT No Jara ananusza
Date of Manufacture / : Mar-2022 Date of Expiry / : Feb-2024
JlaTa npousBoacTea T'open oo (Bk1.)
Analysis performed according to ND / Ananu3 npoeened mo HJI: JII1-001080-160621 . |
Ne Test / [loka3aTeanb Result / PesyabTaThl Specification / Hopma
1 |Description / Onucanne Homogeneous semi-transparent gel | Homogeneous transparent or semi-
with characteristic odor / transparent gel with characteristic odor /
OnHopoIHBIH MOy nPo3pauHblil rens | O THOPOAHBIN IPO3padHbIA WIH
€ XapaKTEPHBIM 3aM1aXoM. MOTYNPO3payHbIii rejib ¢ XapaKTepHbIM
3armaxom.

2 | Identification / IloanuHHOCTB ]
2a |Ketorolac tromethamine / Complies as prescribed / The retention time of the main peak in the
Keroponaka TpoMeTaMuH CooTBeTCTBYET chromatogram of the sample preparation |
corresponds to that in the chromatogram
of the standard preparation of ketorolac
tromethamine under assay / Bpems
YIEpXHBaHHS OCHOBHOTO IMKa Ha
XpOMaTorpaMMe HCIBITyEMOIo pacTBopa
IOJDKHO  COOTBETCTBOBATb  BPEMEHH
YOEp)KUBaHHS OCHOBHOTO IMKa Ha
XpOMaTorpaMme pacTBopa CTaHIapPTHOTO
o6pasua KeToposiaka TpOMeTaMHUHa

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
Merunnaparuapoxcubeszoar chromatogram of the sample preparation
HaTpHs U NPOINUINAparuIpOKCH- corresponds to that in the chromatogram
6eH30aT HaTpPHA of the standard preparation under assay /

Bpemena  yaepHBaHHA  OCHOBHBIX
IHMKOB Ha XPOMATOIPAMME HCITHITYEMOTO |
pacTBOpa IO/DKHBI  COOTBETCTBOBATb
BpEMEHaM  YHEpXXHBAHWUS  OCHOBHBIX
INMKOB Ha XpoMaTorpaMMe pacTBOpa
CTaHIAPTHBIX 00pa3nos
METHIINaparuaApoKCHOeH30aTa 1%}
nponmnaparuapoxkcubeHsoara.

Remarks : The Product conforms to ND / Conclusion : APPROVED /
ITpumeyanne: [IpoayxT cootBeTcTBYET TpeboBanuamM HJI 3axmoyenue: OJOBPEHO

Prepared by / Checked by / Approved by: Manager / Executive /
IToaroTosneHo: IIposepeHno: Onobpeno: Meremxep / PykoBoanTes
Ankit ) Himesh Kumar | Manoj Kumar

Reprint Date /01.04.2022 Reprint Date /01.04.2022 Reprint Date /01.04.2022

Jara: Jara: Hara:

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4500 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1284PLC0O04507
www.drreddys com



... Dr. Reddy's Laboratories Ltd.

! ® CERTIFICATE OF ANALYSIS Formulation Unit-6

Dr' Reddy s Q-. CEPTUD®UKAT AHAJIU3A Vill. Khol, Nalagarh Road, Baddi,
Distt aolg 354;7%3 205, IND|A
Tel : +51 98166 56008:d2"

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

Hpoaykr Ketopon®, rens s HapyxHoro npumerenns 2 %

Batch No / 1 V220194 Batch Quantity / : 31,882.000units /

Cepust Ne Paszmep cepun 31,882.000e munuig

Analytical Report No / : 890001582548 Date of Analysis / : 01.04.2022

AHanuTu4eckHuii ordet Ne JlaTa aHaau3a

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

JlaTa npousBoacTBA T'ogen xo (K1)

Analysis performed according to ND / Ananus nposenen no HJI: JITI-001080-160621

Ne Test / IToka3zaTennb Result / PesyabTaTsl Specification / Hopma
3 |Average fill weight / Macca 30.2g/302r [In according to Rus. Ph..Not less than
CONEPKUMOrO YIIAKOBKH 30,0 g / B coorBeTcTBHM ¢

TpeboBaHmsiMu ['® PO. He menee 30,0 r

4 pH of aqueous suspension / 6.7 [6.0-7.8/0T16,0 no 7,8
pH BoaHoii cycneH3HH

5 | Viscosity / BaskocTb 7.424 poise / 7.424 nya3 Between 5 and 12 poise /
Ot 5 5o 12 myas

6 |Related substances / PoacTBeHHbIe COeAHHEHUS
Ketorolac 1-keto analogue / Below LOQ (LOQ = 0.020%) / Huse | Not more than 1.0 % /He Gonee 1,0 %
l-KeToaHanor KeTopOHaKa npeaena KOMUYECCTBEHHOIO Ol'IpCI[CIICHP[S{
(IIKO =0.020 %)

| Ketorolac 1-hydroxy analogue / Below BDL (BDL= 2633)/ Huxe | Not more than 0.5 % / He 6onee 0,5 %

l-rugpokcuaHaor KeToponaka nopora perucrpauuu (I1P =2633)
AIly single unidentified Below LOQ (LOQ = 0.025%) / Hixe Not more than 1.0 % / He 6omee 1,0 %
impurity/ Enusudnas Tipeena KOJIMYECTBEHHOTO ONpEAEIeHHs
HEUAEeHTUQUIUPOBAHHAS (IIKO =0.025 %) |
pUMech
Total impurities / Cymma Below LOQ / Huxe npenena | Not more than 3.0 % / He 6onee 3,0 %
npumeceii KOJIMYECTBEHHOTO OIpeIeNICHHS
Remarks : The Product conforms to ND / Conclusion : APPROVED /
[pumeuanne: lpoayxt coorsercrayeT TpeGosannsm HJ Jakawuenne: OJIOBPEHO
Prepared by / Checked by / Approved by: Manager / Executive /
[TonrotoBieHo: [IposepeHo: OunobpeHo: Menenxep / PykoBonurens
Ankit ) Himesh Kumar \ _—+~— | Manoj Kumar
Reprint Date /01.04.2022 Reprint Date /01.04.2022 Reprint Date /01.04.2022
Hara: Hara: Jara:

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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Formulation Unit-6

CEPTU®UKAT AHAJIU3A

Tel: 491 98166 560001-02

Dr. Reddy's Laboratories Ltd.

Vill. Khol, Nalagarh Road, Baddi,

Oisp g of by ERR P

Product / Ketorol gel for external use 2 % www.drreddys.com
Ipoaykrt Ketopoa®, resb Wit HApYKHOTO MPUMEHEHHs 2 %
Batch No / 1 V220194 Batch Quantity / : 31,882.000units /
Cepust Ne Pa3mep cepuun 31,882.000eauuum,
Analytical Report No / : 890001582548 Date of Analysis / : 01.04.2022
AHaJuTH4YeCKHii oTueT No JarTa ananusa
Date of Manufacture / : Mar-2022 Date of Expiry / : Feb-2024
Jara npousBoacTBa TI'open g0 (BKIL.)
Analysis performed according to ND / Auaaus nposeaed no HJI: JITI1-001080-160621
7 |Microbial limits / MukpoGHnonoru4yeckas YHCTOTA |
|
Total aerobic microbial '
count /  O6uiee 4UcIO Less than 10 CFU/g / Not more than 100 CFU/g / [
A3pOOHBIX Menee 10 KOE/r He 6onee 100 KOE/r |
MHUKPOOPTaHU3MOB

Total combined yeast and molds
count / Obiiee 4nCIO
APOMXOKEBBIX H TTECHEBBIX
rpuboB

IStaphylococcus aureus

Pseudomonas aeruginosa

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

Absent in 1 g/ OrcytcTBYyeT B 1T

Absent in 1 g/ OtcyTcTBYyeT B 1T

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

Should absent in 1 g/ OtcytcTBUe B I

Should absent in 1 g/ OtcyrcTBHE B 1T

Assay / KoinyecTBeHHOE onpeeneHue:

Ethanol / Dtanon

NLT 85% and NMT 115% of the
labeled amount of C;H¢O (ethanol) /
Or 8 mo 115% oT 3aIBIEHHOIO
konmdectsa CoHgO (aTaHom)

96.5%

Dimethyl sulfoxide /
Jumetwicynsdokrcun

NLT 90% and NMT 110% of the
labeled amount of C;HeOS (dimethyl
sulphoxide) / Ot 90 mo 110% or
sassiedHoro  kommdectBa  CHeOS
(muMeTHNCYIbOOKCHI)

102.4%

Sodium methyl parahydroxy-
benzoate / MeTtunnapa-
THAPOKCHOEH30aT HATPUS

NLT 90% and NMT 110% of the
labeled amount of CgH7NaOsz (sodium
methyl parahydroxybenzoate) / Ot 90 no
110 % oT 3asABICHHOIO KOJHYECTBa
CsH7NaO; (MeTWINaparuapoKCcH-
6eH30aT HATpUA)

99.8%

Ankit

Remarks : The Product conforms to ND /
Ipumeuanue: [Tpomyxt cooTBeTcTBYET TpeboRanuaM HIL
Prepared by /
IToarorosneHo:

ﬁ ' Himesh K;n:arbl/r’_;‘_
= ¥ ‘

ITposepeHo:

&

Checked by /

Conclusion : APPROVED /
3aksirouennie: OJOBPEHO

Approved by: Manager / Executive /
Ono6peno: Menemxep / PykoBoauTesib

Manoj Kumar 3
(s

Hara:

Reprint Date /01.04.2022

Jara:

Reprint Date /01.04.2022

Reprint Date /01.04.2022
Jara:

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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CEPTUOUKAT AHAJIU3ZA

Dr. Reddy's Laboratories Ltd.
Formulation Unit-6
Vill. Khol, Nalagarh Road, Baddi,

Dt 3 03 RS
Tel:+81 9R166 56001-02

Product / Ketorol gel for external use 2 % www.drreddys.com
Ipoaykr Ketopon®, rens wis Hapy»xHOTo MpUMeHeHus 2 %

Batch No / : V220194 Batch Quantity / : 31,882.000units /
Cepusi Ne Pa3mep cepun 31,882.000e qunun
Analytical Report No / : 890001582548 Date of Analysis / : 01.04.2022
AHanuTH4yecKuii oTyer Ne Jara anasusa

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

JaTta npou3BoacTBa T'open g0 (BKJ.)

Analysis performed according to ND / Ananu3 nposexed mo HJI: JIIT-001080-160621

| Sodium propyl parahydroxy- 101.8% INLT 90% and NMT 110% of the]
benzoate / TIpomwinapa- labeled amount of CjoH;1NaO;3 (sodium
TMAPOKCUOEH30aT HATPUA propyl parahydroxybenzoate) / Ot 90 mo
110 % oT 3afBNEHHOTO0 KOJMYECTBA
Ci0oH 1 NaOs (mponunmaparuapoxcu-
6eH30at HaTpUA)
Ketorolac tromethamine / 101.0% NLT 90 % and NMT 110 % of the

KeToponaKa TPOMECTaMHH

labeled amount of Ci9H24N20g
(Ketorolac tromethamine) / Ot 90 o
110 % oT 3asBIEHHOTO KOJHYECTBa
Ci19H24N>O¢ (keTOpoONaka TpOMETaMHH)

Package / ¥YnakoBka

30

AJIFOMUHHA,
MeMOpaHOH AJd KOHTpOJS MEepBOro
BCKphITUA. Kaxnyio TyGy BMecTe ¢
|MHCTpyKLlMeH NO TNPUMEHEHHMIO B
[1a4Ky KapTOHHYIO.

30 g in a laminated aluminum tube
equipped
membrane. Each tube and a patient
information leaflet in a carton. / ITo

with  tamper-evident

r B TY0Y U3 JaMUHHUPOBAHHOTO
CHabXEeHHY1O0

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. / llo 30 r
unu 50 r B TyOy M3 JAMHHHPOBaHHOIO
aJIOMHHUS, CHaO)XEeHHYI0 MeMOpaHOi
IUTSl KOHTPOJIS IEPBOTO BCKPBITHS.

Kaxnyro TyOy BMecTe ¢ MHCTpYKIMel 110
NPUMEHEHHUIO B MTAYKY KapTOHHYIO.

10 |Labeling / MapkupoBka Complies as prescribed /
CooTBeTCTBYET TpeGOBaHUAM
11 |Storage conditions / Below 25 °C. Do not freeze. /
XpaHeHHUe Ilpu Temneparype He BoiLie 25 °C. He 3amopa)<iBaTh.
12 | Shelf life / Cpox rogsocTtu 2 years / 2 rozaa

Accordingto ND/
B coorsercTBun ¢ HJT

Remarks : The Product conforms to ND /

IIpumeyanue: ITponykt cooteeTcTBYET TpeGoBaHmsmM H]J

Conclusion : APPROVED /
3axkmouyenue: OJOBPEHO

Prepared by / Checked by /

[ToarotoBneHo: INpoeepeHo:

Ankit ) Himesh Kumar P
A e

Approved by: Manager / Executive /
OnobpeHo: Menemxkep / PykoBonutess
Manoj Kumar

Reprint Date /01.04.2022
Hara:

Reprint
JlaTa:

Date /01.04.2022

Reprint Date /01.04.2022
Jara:

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




