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CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIU3A

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

Vill. Khoi, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
Tel : +91 98166 56C01-02
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Product/ Ketorol gel for external use 2 %

IIpoaykr KeTopon®, renp anst HapyKHOro npuMeHeHus 2 %

Batch No / ¢ V211254 Batch Quantity / : 14412 units /
Cepust Ne Pasmep cepuu 14412 enuHuig
Analytical Report No / : 890001558595 Date of Analysis / 26.11.2021
AHanuTHYECKHI oTyueT No JlaTa anasu3a

Date of Manufacture / ¢ Nov.2021 Date of Expiry / Oct.2023
JaTta npoussoacTBa T'ogen no (BK.)

Analysis performed according to ND / Anasius nposeaed no HJI: JII1-001080-160621

No
1 |Description / Onucanne

Test / IlokazaTeas

Result / PesyabTaThl

Specification / Hopma

Homogeneous semi-transparent gel

with characteristic odor /

Homogeneous transparent or semi-
transparent gel with characteristic odor /

OnHOpOAHBIN MOTYNpOo3pauHblil rens | OXHOPOAHBIA NMPO3padYHbIA WK

C XapaKTCPHLIM 3aIriaXoM.

| moynpo3pauHblii reNb ¢ XapakTepHbIM
3allaXxoM.

2, Identification / IlopnaunnocTs

2a |Ketorolac tromethamine /
Kertoponaka TpometamMmuy

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
YOEPXKHBAaHUA OCHOBHOTO IHKa Ha
XpOMaTorpaMMe HCIBITYEMOTO pacTBopa
JOJDKHO  COOTBETCTBOBAaTh  BpPEMEHU
VISp)KMBaHUS OCHOBHOIO IIMKa Ha
XpOMaTorpaMme pacTBOpa CTaHIAPTHOTO
obpasLia KeTopoJaka TpOMeTaMHHA

Remarks : The Product conforms to ND /
IMpumeuanue: Ilpoaykt cooTBETCTBYET TpeboBanmsiM HJ

Conclusion : APPROVED /
3akmouenue: OJIOBPEHO

Prepared by / Checked by /
[ogroTosnero: % [TpoeepeHo: )
Suman Kumar Pardeep Kumar 3 _L E—

Approved by: Manager / Executive /
OnobpeHo: Menemx
Pawan Kumar

/ PykoBOOUTEND

i e

Reprint Date /
Hara: 26.11.2021

Reprint Date /
Hara: 26.11.2021

Reprint Date /
Hata: 26.11.2021

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2995, Email: mail@drreddys.com

CIN: L85195AP1284P1LC004507
wwwe.drreddys.com
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Product / Ketorol gel for external use 2 %
IMpopykT KeToposn®, reb ans HapyKHOTro npumMenenus 2 %
Batch No / 1 V211254 Batch Quantity / : 14412 units /
Cepus Ne Pasmep cepuu 14412 egunRnn
Analytical Report No / : 890001558595 Date of Analysis / 26.11.2021
AHanuTryecknii oTuer Ne JlaTa ananu3za
Date of Manufacture / : Nov.2021 Date of Expiry / Oct.2023
JlaTa npon3BOACTBA Tonen go (Bka.)
Analysis performed according to ND / Ananu3s nposeaed no HJI: JIT1-001080-160621

Ne Test / [Toka3zaTennb

Result / PesysibTaTbl

2b | Sodium methyl parahydroxy-

Complies as prescribed /

Specification / Hopma

The retention time of the sodium methyl

pH Boanoii cycnensuu

benzoate and sodium propyl CooTBeTCTBYET parahydroxybenzoate and sodium propyl
parahydroxybenzoate / parahydroxybenzoate peak in the
MeTunnaparuapokcubeH3oar chromatogram of the sample preparation
HaTpHs ¥ NPONUIINTAparuipoKCH- corresponds to that in the chromatogram
6eH30aT HATpHA of the standard preparation under assay /
BpeMeHa yaep>KUBaHUSA OCHOBHBIX [THKOB
HA  XpoOMaTorpaMMeé  HCHBITYEMOTo
pacTBOpa  JOJDKHBl  COOTBETCTBOBATh
BpeMEHaM  YAEPXKHMBaHUA  OCHOBHBIX
IMKOB Ha XpoMaTrorpaMMme pacTBOpa
CTaHIapTHBIX 06paz1os
METHINAparuapokcuOeH30aTa 7}
nponuInaparuJpokcubeHzoara.
3 | Average fill weight / Macca 513¢g/513r In according to Rus. Ph..Not less than
COJEpPKUMOro YNaKOBKH 50.0 g/ B cooTBeTCTBUU C TPEOOBAHHAMH
o ['® P®. He menee 50,0r
4 | pH of aqueous suspension / 7.0 6.0-7.8/016,0 10 7,8

5 | Viscosity / BaskocTb

6.167 poise / 6.167 mya3

Between 5 and 12 poise /
Ot 5 no 12 nya3

6 |Related substances / PoacTeenn
Ketorolac 1-keto analogue /
1-keToaHANOT KETOpOJIaKa

Ketorolac 1-hydroxy analogue /
1-ruApOKCHAHAIOT KETOpOIaKa

bI€ COCAHHEHHS

0.02%

Less than LOQ (0.020%)

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

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

Remarks : The Product conforms to ND /
Ipumeuyanue: [Ipomykt cooTBeTCTBYET TpeboBanmsim HJT

Conclusion : APPROVED /
3aknwuenne: OJOBPEHO

Prepared by / Checked by / .
ToAroTOBIEHO: é I[Ipoepeno: VL‘
Suman Kumar Pardeep Kumar <

Approved by: Manager / Executive /
Onobpeno: Menemxep / PykoBoaurensb
Pawan Kumar

Reprint Date /
Hara: 26.11.2021

Reprint Date /
Hata: 26.11.2021

Reprint Date /
Jara: 26.11.2021

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

Tel: +91 40 4900 2900, Fax: +91 40 4900 299, Email: mail@drreddys.com
CIN: L85195AP1984PLC004507

www.drreddys.com
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CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIU3A

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

Vill. Knol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
Tel: +91 98166 56C01-02
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npuMecen

Product / Ketorol gel for external use 2 %
IMpoaykTr KeTopon®, rens jis HApY#HOTO npimeHeHus 2 %
Batch No / 1 V211254 Batch Quantity / : 14412 units /
Cepus Ne Pasmep cepuu 14412 eannunL
Analytical Report No / : 890001558595 Date of Analysis / 26.11.2021
AHanuTUYecKHii oryer No JlaTa anaim3a
Date of Manufacture / : Nov.2021 Date of Expiry / Oct.2023
Jdara npoussoacrea TIogen o (BRT.)
Analysis performed according to ND / Ananu3s nposeaen mo H/I: JITI-001080-160621
Ne | Test / [lokasaTennb Result / PesynbTaThl Specification / Hopma
Any single unidentified Not more than 1.0 % / He 6onee 1,0 %
impurity/ Egurrinas Less than LOQ (0.025%)
HEeUAeHTU(ULINPOBAHHAS
NpUMECH
Total impurities / Cymma 0.02 % Not more than 3.0 % / He 6osee 3,0 %

7 | Microbial limits / Muxpo6uonoruyeckast 4McTOTa

Total aerobic microbial

count / Ob1iee YucIo
a3pOoOHBIX
MHKPOOPTaHU3MOB

count / Obuiee uuciIo
IPOXOKEBBIX U TTIECHEBBIX
rpubos

Staphylococcus aureus

Pseudomonas aeruginosa

Total combined yeast and molds

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

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

Absent in 1 g/ OtcyTcTBYET B 1T

Absent in 1 g/ OtcytcTBYeT B 1T

Not more than 100 CFU/g /
He 6onee 100 KOE/r

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

Should absent in 1 g/ OtcyrcTBHE B 1T

Should absent in 1 g/ OtcyrcTBUE B 1T

Remarks : The Product conforms to ND /
IMpumeuanue: IIpoxyKkT cooTBETCTBYET TpeboBanaM HJL

Conclusion : APPROVED /
3akaryenue: OJOBPEHO

Hata: 26.11.2021

Hara: 26.11.2021

Prepared by / Checked by / Approved by: Manager / Executive /
IToarotoBneHo: Z IIposepeHo: Onobpeno: Menemxep / PykoBoaurens
Suman Kumar Pardeep Kumar - Pawan Kumar e

Reprint Date / Reprint Date / Reprint Date / '

Hara: 26.11.2021

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2998, Email: mail@drreddys.com

CIN: L85195AP12984PLC004507
www.drreddys.com
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CEPTUOUKAT AHAJIU3A

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

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
Tel : +91 98166 56C001-02
www.drreddys.com
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Product / Ketorol gel for external use 2 %

IlponykT Keropon®, ress a1 HapyKHOro npuMeHenus 2 %

Batch No / 1 V211254 Batch Quantity / : 14412 units /
Cepust Ne Pazmep cepun 14412 eaunuy
Analytical Report No / : 890001558595 Date of Analysis / 26.11.2021
AHanuTH4YecKHii oT4yeT Ne HaTta anaausa

Date of Manufacture / : Nov.2021 Date of Expiry / Oct.2023
JaTa npousBoacTBa I'oaeH no (BKJL.)

Analysis performed according to ND / Auaau3 nposeaen o H/: JIT-001080-160621

8 | Assay/KoanuecTBeHHoe onpeaeneHue:

Ethanol / Dra”on

I 971 %

Dimethy! sulfoxide /
JumeTuncynbdorenn

1021 %

~ INLT 90% and NMT 110% of the

benzoate / Metunnapa-
THAPOKCHOEH30aT HAaTpHs

Sodium methyl parahydroxy-

97.7 %

NLT 85% and NMT 115% of the|
labeled amount of C,H¢O (ethanol) /
Or 85 nmo 115% oOT 3aiBIEeHHOrO
kommyectBa C2HgO (aTanomn)

labeled amount of C;HeOS (dimethyl
sulphoxide) / Ot 90 mo 110% ot
3asBneHHoro  konmdectea  C->HgOS
| (mumeTuncynbdoxcun)

NLT 90% and NMT 110% of the
labeled amount of CsH;NaOs (sodium
methyl parahydroxybenzoate) / Ot 90 no
110% oT 3asABIEHHOIO KOJNMYECTBa
CsgH7NaOs (MeTmwInaparuapoKkcu-
OeHsoaT HaTpHs)

Sodium propyl parahydroxy-
benzoate / [Tponunmnapa-
TUOPOKCHOEH30aT HATPUs

98.3 %

NLT 90% and NMT 110% of the
labeled amount of CjoH;NaOs (sodium
propyl parahydroxybenzoate) / Ot 90 no
110 % oT 3asBICHHOTO KOJIHYECTBA
CioH11NaOs (nponumaparugpoKcH-
6eH30aT HaTpus)

Ketorolac tromethamine /
Kertopoaka TpomeTaMud

102.0 %

NLT 90 % and NMT 110 % of the
labeled amount of C19H24N204
(Ketorolac tromethamine) / Ot 90 mo
110 % oT 3asABJICHHOTO KOJIMYECTBA
Ci19H24N204 (xeTOpONnaka TpoMeTaMuH)

Remarks : The Product conforms to ND /
ITpumeuanne: IIponykT cooTBeTCTBYET TpeOoBaHusM H]I

Conclusion : APPROVED /
3aknwyenmne: OJOBPEHO

Prepared by /
IToarorosneno:
Suman Kumar

=

Checked by /
ITpoBepeHo:
Pardeep Kumar

o

Approved by: Manager / Executive /
Onobpeno: Menemxkep / Pykosoauresb
Pawan Kumar

Reprint Date /
Hara: 26.11.2021

Reprint Date /
Jara: 26.11.2021

Reprint Date /
Jara: 26.11.2021

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hycerabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2359, Email: mail@drreddys.com

CIN: L85195AP1284P1LC0O04507
www.drreddys.com




@
Dr.Reddy’s ‘,‘.‘

CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIU3A

Di. Reddy's Laboratories Ltd.
Formulation Unit-6
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Product / Ketorol gel for external use 2 %

TMpoaykTt KeTtopon®, renb ais Hapy»HOro npuMeHeHus 2 %

Batch No / T V211254 Batch Quantity / : 14412 units/
Cepus Ne Pa3zmep cepun 14412 eaunun
Analytical Report No / ¢ 890001558595 Date of Analysis / 26.11.2021
AnanuTnyeckuii oruer Ne JlaTa aHanu3a

Date of Manufacture / : Nov.2021 Date of Expiry / Oct.2023
JlaTa npou3BoAcTBa T'ogen fo (BK.)

Analysis performed according to ND / Asanu3 npoeaed no HJI: JIT1-001080-160621

9 ] Pacl_(aée/_y;laxo_ak_a

50 g in a laminated aluminum tube
equipped  with  tamper-evident
membrane. Each tube and a patient
information leaflet in a carton. / [To
50 r B TyOy W3 NaMHHHpPOBAHHOTO
TFOMUHHA, CHabXKEHHYIO
MeMOpaHOH 1Nl KOHTPOJs MEPBOTO
BCkphITUs. Kaxnyio TyGy BMecTe ¢
HHCTPYKLIMEN 1O TPUMEHEHHIO B
navyKy 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
unmu 50 r B TyOy M3 JaMHHMPOBAHHOTO
ANMOMHHUS, CHaOXEHHYI0 MeMOpaHoi
JJISL KOHTPOJIS IEPBOTO BCKPBITHUSL.

Kaxnyro Tyby BMecTe ¢ HHCTpYKLHeit 1o
NPUMEHEHHIO B MAUKY KApTOHHYIO.

10 |Labeling / MapkupoBka Complies as prescribed / According to ND /
CooTBeTCTBYET TpeOOBaHHAM | B cooreerctBru ¢ H]J
|
11 |[Storage conditions / Below 25 °C. Do not freeze. /
[ XpaHeHue ITpu Temnepatype He Boie 25 °C. He 3aMopaxuBarth,
12 | Shelf life / Cpok roguocTu

I. 2 years /2 rona

Remarks : The Product conforms to ND /
Ilpumeuanue: Ilponykr cooTeeTcTBYeT TpeGoBaHmsiM HJT

Conclusion : APPROVED /
3akmoyenue: OJJOBPEHO

Hara: 26.11.2021

Hara: 26.11.2021

Prepared by / Checked by / Approved by: Manager / Executive /
INoaroroeneHo: é IIposepeHo: i OpoGpeHo: Mesemxkep / PykoBoauTens
Suman Kumar Pardeep Kumar t_J—, Pawan Kumar

Reprint Date / Reprint Date / Reprint Date /

Jara: 26.11.2021

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2993, Email: mail@drreddys.com

CIN: L85195AP1284PLC0O04507
www.drreddys.com




