Dr.Reddy’s ":"

CERTIFICATE OF ANALYSIS
CEPTU®PUKAT AHAJIM3A

Page 1 of 5/Ctp. 1 u3 5

Product/ : Ketorol gel for external use 2 %

TpoayrT KeTopoa®, rens s HAPYIKHOTO NPUMEHeHNsA 2 Yo

Batch No / 1 V210794 Batch Quantity / : 24033 units /
Cepust Ne Pazmep cepum 24033 eauHnl
Analytical Report No / : 890001535052 Date of Analysis / 1 25.07.2021
AHajauTHUYeCKHii oTueT No Jdata aHanausa

Date of Manufacture / : July.2021 Date of Expiry / : Jun.2023
JlaTta npoH3BOACTBA Togen no (BK.)

Analysis performed according to ND / Anaaun3 nposeaen no HJI: JII1-001080-180417 (amend Ne 1 from
24.12.2018 / usm. Ne 1 ot 24.12.2018, amend Ne 2 from 11.03.2020 / u3m. Ne 2 ot 11.03.2020)

Ne Test / ITokazaTteib Result / PesynsTaThl [ Specification / Hopma
1 |Description/ Onucanue Homogeneous semi-transparent gel | Homogeneous transparent or semi-
with characteristic odor / transparent gel with characteristic odor /
OnHOpPOIHBI HOMYNPO3padHBlit renb | OMHOPOAHBIN NPO3pauHbIA U
C XapaKTEepHBIM 3aMaxoM. TI0JYIIPO3payHbIH Feflb ¢ XApaKTEPHBIM
3arnaxom.

2 |Identification / [TognuuHocTh ) N
2a |Ketorolac tromethamine / Complies as prescribed / The retention time of the main peak in the
Kertoponaka TpoMeTaMUH COOTBETCTBYET chromatogram of the sample preparation
corresponds to that in the chromatogram
of the standard preparation of ketorolac
tromethamine under assay / Bpems
yIep)KUBaHHs OCHOBHOIO IMHKa Ha
XpOMaTorpamMMe UCILITYEMOIO pacTBopa
JOJDKHO  COOTBETCTBOBATb  BPEMEHH
yIEp)KHBaHHS OCHOBHOIO MHKa Ha
XpoMaTorpamMMe pacTBopa CTaHIapTHOro
o0pa3ia KeTopoJlaka TPOMETAMUHA

Remarks : The Product conforms to ND / Conclusion : APPROVED /

IMpumeyanue: [IpoxykT cooTBeTeTBYET TpedoBanuam HJI 3akmouenue: OJOBPEHO

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

[TonroToBmneHo: IIpoBepeHo: Ono6peno: Menemxep / PykoBoauTens

Pardeep Kumar Qf_/ Himesh M Pavan Kumar Sharma C;,,W,/;//
—_— =

Reprint Date / Reprint Date / Reprint Date /

Ilata: 25.07.2021 Hata: 25.07.2021 Jara: 25.07.2021

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, AP, India
Tel: 91 40 4900 2900, Fax: 91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLC004507
wwv.drreddys.com
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CERTIFICATE OF ANALYSIS

CEPTUD®UKAT AHAJIM3ZA
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Product / Ketorol gel for external use 2 %

IpoaykT KeTopon®, rens [jist HApYKHOTO npHmMeHenus 2 %

Batch No / 1 V210794 Batch Quantity / : 24033 units /
Cepus Ne Paszmep cepun 24033 equHuL
Analytical Report No / : 890001535052 Date of Analysis / : 25.07.2021
AHaJauTHYECKHii oTueT No JlaTa aHanu3a

Date of Manufacture / : July.2021 Date of Expiry / : Jun.2023
JlaTa npou3BOACTBA I'ogen mo (BKJI.)

Analysis performed according to ND / Ananns nposeaen no HJI: JIT1-001080-180417 (amend Ne 1 from
24.12.2018 / m3m. Ne 1 ot 24.12.2018, amend Ne 2 from 11.03.2020 / u3m. Ne 2 ot 11.03.2020)

pH BoaHoii cycnensnn

Ne Test / IlokazaTenb Result / PesysabTaTn! Specification / Hopma
2b | Sodium methyl parahydroxy- Complies as prescribed / The retention time of the sodium methyl
benzoate and sodium propyl CooTBeTcTBYET parahydroxybenzoate and sodium propyl
[ Iparahydroxybenzoate / parahydroxybenzoate peak in the
MerunmnaparuapoxcubeHsoat chromatogram of the sample preparation
HATpHsA 1 NPOIMINaparuapoKcH- corresponds to that in the chromatogram
OeH30aT HATPHA of the standard preparation under assay /
BpeMeHa  yIepKHBaHMSL ~ OCHOBHBIX
NMKOB Ha XpOMaTOTpaMMe UCILITYEMOTO
pacTBOpa [JOJDKHBI  COOTBETCTBOBATH
BpEMEHaM  YIEepXHUBaHHA  OCHOBHBIX
NUKOB Ha XpoOMaTorpaMMe pacTBoOpa
CTaHOApTHBIX o6pa3ioB
MeTrInaparuapokcubensoara u
TpomuinaparuIpoKCHOeH30aTa.
3 | Average fill weight / Macca 304g/304r Not less than 30.0 g/ He menee 30,0 T
COMEPXKUMOTO YITAKOBKH
4 |pH of aqueous suspension / 6.8 6.0-7.8/016,0m0738

5 | Viscosity / BaskocTb

6.131 poise / 6.131 mya3

Between 5 and 12 poise /
Ot 5 no 12 yas

6 Related substances / PoacTBeHH

bl€ COCAUHECHHUH

Ketorolac 1-keto analogue /
1-xeToaHANOr KETOpOJIaka

Ketorolac 1-hydroxy analogue /
1-rHIPOKCHAHAIIOT KETOpoJiaKa

Less than LOQ (0.020%)

BDL (Disregard Area 2541)

Not more than 1.0 % /He Gonee 1,0 %

Not more than 0.5 % / He 6onee 0,5 %

Remarks : The Product conforms to ND /
Ipumeuanne: IIponykT cooTBeTCTBYET TpedosaunaM HJT

Conclusion : APPROVED /
3akmouenne: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager / Executive /
[ToaroroieHo: IIpoBepeHo: _—| OnoGpeno: Menemxkep / Pykosoantess
Pardeep Kumar i ) Himesh W Pavan Kumar Sharma k -
Reprint Date / Reprint Date / Reprint Date /

Hara: 25.07.2021 Iata: 25.07.2021 Hara: 25.07.2021

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, A.P, India
Tel: 91 40 4900 2900, Fax: 91 40 4900 2999, Email: maili@drreddys.com

CIN: L85195AP1984PLC004507
www.drreddys.com
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CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIU3A
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Product/ Ketorol gel for external use 2 %

IpoaykT Keropon®, rens Uist HAPY>KHOTO MPUMEHEHHUS 2 %

Batch No / 1 V210794 Batch Quantity / : 24033 units /
|Cepus Ne Pazmep cepumu 24033 equHull
Analytical Report No / : 890001535052 Date of Analysis / 1 25.07.2021
AHanuTHuyeckuii oTyer Ne JlaTa aHanu3a

Date of Manufacture / : July.2021 Date of Expiry / : Jun.2023
JlaTta npousBoacTBa Ionen oo (BKJL.)

Analysis performed according to ND / AHasu3 nposeaes o H/I: JII1-001080-180417 (amend Ne 1 from
24.12.2018 / usm. Ne 1 ot 24.12.2018, amend Ne 2 from 11.03.2020 / uzm. Ne 2 ot 11.03.2020)

Ne Test / IloxazaTenb Result / PesyabTaThl Specification / Hopma
Any single unidentified Less than LOQ (0.025%) Not more than 1.0 % / He 6onee 1,0 %
impurity/ EnuHudHas
HeuNEeHTHUIMPOBaHHAS [
npuMech
Total impurities / Cymma Less than LOQ Not more than 3.0 % / He 6onee 3,0 %
npuMecei
7 | Microbial limits / Mukpobuonoruyeckast YUHcToTa
| a) Total aerobic bacteria <10 CFU/g/ Not more than 100 CFU/g /
count and total combined <10 KOE/r He 6onee 100 KOE/r
yeast and moulds / O6uiee
YHCIO a3pOoOHBIX OakTepuit
U APONOKEBBIX U
TUTECHEBEIX TPHOOB
(cyMMapHO)
b) Staphylococcus aureus Absent / OTcyTcTBYET Absentin 1 g/ OtcyrcTByeT B 1T
¢) Pseudomonas aeruginosa Absent / OtcyTcTByeT Absentin 1 g/ OTcyTCTBYET B 1T
8 |Assay/KonuuecTBenHoe onpeeeHue:
Ethanol / Otanon 98.9 % NLT 85% and NMT 115% of the
labeled amount of C;HgO (ethanol) /
Or 85 mo 115% ot 3aiBIEHHOIO
xonuuectBa C;HeO (3TaHom)

Remarks : The Product conforms to ND /
INpumeyanue: [IponykT cootBeTcTBYET TpeboBaHsIM H

Conclusion : APPROVED /
3akmouenne: OJOBPEHO

IToaroToBJIEHO:
Pardeep Kumar

Prepared by / Checked by /

IMposepeno: —
Himesh M

Approved by: Manager / Executive /
Onobpeno: MeHemxkep / Pykosoaurens
Pavan Kumar Sharma (fv-’"’“f 3

il

Reprint Date /
Hara: 25.07.2021

Reprint Date /
Hata: 25.07.2021

Reprint Date /
Hara: 25.07.2021

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, A P, India
Tel: 91 40 4900 2900, Fax: 91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLC004507

www.drreddys.com




Dr. Reddy’s ":'.'

CERTIFICATE OF ANALYSIS

CEPTU®HUKAT AHAJIU3A
Page4 of 5/Ctp.4u3 5

Product/ : Ketorol gel for external use 2 %
IMponykTt Ketopon®, renp ajist HApYAHOTO NpumMeHeHus 2 %
Batch No / 1 V210794 Batch Quantity / : 24033 units /
Cepusa Ne Pa3mep cepunu 24033 equHuL
Analytical Report No / : 890001535052 Date of Analysis / 1 25.07.2021
AHannrndecknii oryer No Jlara ananusa
Date of Manufacture / 1 July.2021 Date of Expiry / : Jun.2023
JlaTa npou3BoACTBA I'ogex g0 (BKJIL.)
Analysis performed according to ND / Ananu3 nposeses no HJI: JITT-001080-180417 (amend Ne 1 from
24.12.2018 / m3m. Ne 1 ot 24.12.2018, amend Ne 2 from 11.03.2020 / u3m. Ne 2 ot 11.03.2020)

No Test / IToka3aTenas Result / PesynpTaTnl Specification / Hopma
| Dimethyl sulfoxide / 100.5 % NLT 90% and NMT 110% of the|
JumeTuncynspokcuz labeled amount of CoHeOS (dimethyl

sulphoxide) / Ot 90 po 110% or
sasieneHHoro  komuuectBa  CyHOS

(mametuncynsHokcum)
Sodium methyl parahydroxy- 99.6 % NLT 90% and NMT 110% of the
benzoate / Metunnapa- labeled amount of CgHsNaOs (sodium
ruApokcubeH3oaT HaTpus methyl parahydroxybenzoate) / Ot 90 no
110 % oT 3agBNEHHOIO KOJIMYECTBA
CsH7NaOs (MeTuUnmaparuIpoKcu-
GeH30aT HATPHUA)
Sodium propyl parahydroxy- 100.8 % NLT 90% and NMT 110% of the
benzoate / TIpomunnapa- labeled amount of CioHNaO3 (sodium
TUAPOKCUOEH30aT HATPHUA propyl parahydroxybenzoate) / Ot 90 no

110 % oT 3adBNEHHOIO KOJIHYECTBA
CioH11NaO; (nponunnapard ApoKCH-
6eH30aT HATpHs)

Ketorolac tromethamine / 100.2 % NLT 90 % and NMT 110 % of the
Ketoponaka TpoMeTaMuH labeled amount of C19H24N20¢
(Ketorolac tromethamine) / Ot 90 mo
110 % oT 3asBIEHHOI0 KOJIMYECTRA
C19H24N>0g (keTOpPONIAKa TPOMETAMMH)

Remarks : The Product conforms to ND / Conclusion : APPROVED /
TIpumeyanue: [IpoayKT cooTReTCTBYET TpeboBaHuAM HJ 3axaouenne: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager / Executive /
[ToarorosieHo: IIposepeHo: ——1 Onobpeno: Menemxep / PykosoanTennb
Pardeep Kumar l Himesh KW Pavan Kumar Sharma %Z/
Reprint Date / Reprint Date / Reprint Date /

Hara: 25.07.2021 Hara: 25.07.2021 Hara: 25.07.2021

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, A.P, India
Tel: 91 40 4900 2900, Fax: 91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLC004507
www.drreddys.com
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CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIM3A

Page50of 5/ Ctp.5u3 5

Product / Ketorol gel for external use 2 %

IMpoaykTt Ketopoa®, rens anst HAPYKHOTO IpUMEHEHUA 2 %o

Batch No / 1 V210794 Batch Quantity / : 24033 units /
|Cepua Ne Pazmep cepuu 24033 eauHuL]
Analytical Report No / : 890001535052 Date of Analysis / : 25.07.2021
AHaanuTuyeckuii oTyer Ne Jata ananusa

Date of Manufacture / : July.2021 Date of Expiry / ¢ Jun.2023
JlaTa npon3BOACTBA T'open go (BK..)

Analysis performed according to ND / AHanu3 nposeaex no H/I: JIT-001080-180417 (amend Ne 1 from
24.12.2018 / u3M. Ne 1 01 24.12.2018, amend Ne 2 from 11.03.2020 / uam. Ne 2 ot 11.03.2020)

Ne

9

Test / IToka3areab

Result / PesyabTaTh!

Specification / Hopma

'Package / YnakoBka

30 g in a laminated aluminum tube
equipped  with  tamper-evident
membrane. Each tube and a patient
information leaflet in a carton. / ITo
30 r B Ty6y M3 JIaMUHMPOBAHHOTO
ATIOMUHUS, CHabXeHHYIO
MeMOpaHOH s KOHTpOJS INEpBOIo
BekphiTUs. Kaxnmyto Ty0y BMecTe ¢
UHCTPYKLMEH 0[O NPUMEHCHHIO B
HayKy KapTOHHYIO.

30 g or 50 g in a laminated aluminum
tube equipped with tamper-evident
membrane. Fach tube and a patient
information leaflet in a carton. / ITo 30 r
wix 50 r B Ty0y U3 JTaMUHUPOBAHHOIO
AMIOMUHUSA, CHAaOXeHHYI0 MeMOpaHoii
JUTsl KOHTPOJISA NIEPBOTO BCKPBITHA.

Kaxayto Ty6y BMecTe ¢ HHCTpYKLIUEH N0
NPUMEHEHHUIO B NTAaUKy KapTOHHYIO.

XpaHeHue

10 |Labeling / MapkupoBka Complies as prescribed / According to ND /
CooTBeTCTBYET TpeOOBaHUAM B cooteetcTBrH ¢ H]J
11 | Storage conditions / Below 25 °C. Do not freeze. / R

ITpu remneparype He Boiie 25 °C. He 3aMopaxuBaTh.

12

Shelf life / Cpox rognocTu

i'2 years / 2 rona

Remarks : The Product conforms to ND /
IIpumeuanne: IIpogykt cooTBeTcTBYET TpeboBanusaM HJI

Conclusion : APPROVED /
3axmouenne: OJOBPEHO

Prepared by / Checked by /

IloaroToBneHo:
Pardeep Kumar -

IIpoBepeno: —
Himesh K@.&A—’/

Approved by: Manager / Executive /

Onobpeno: Menemxep / PysosoauTes

Pavan Kumar Sharma - {g~—+
=

Reprint Date /
IMara: 25.07.2021

Reprint Date /
Iata: 25.07.2021

Reprint Date /
Jara: 25.07.2021

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, A.P, India

Tel: 91 40 4900 2900, Fax: 91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLC004507
www.drreddys.com



