Dr.Reddy’s €3¢
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Product / Ketorol gel for external use 2 %

MpoayxTt Ketopon®, resib ans HapysKHOro npuMeHeHus 2 %

Batch No / 1 V220540 Batch Quantity / : 19020.000units /
Cepus Ne Pa3mep cepun 19020.000 eannnu
Analytical Report No / : 040001611996 Date of Analysis / : 10.08.2022
AHAJIMTHYECKHI oTYeT No JlaTa ananusa

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

Jara npousBoacrsaa INonen no (BKJI.)

Analysis performed according to ND / Auanus nposeaen no HJI: JI[1-001080-160621

No

Test / [TokasaTennb

Result / PesyabTaThl

1 |Description/ Onucanue

2 |Identification / IT OAJTHHHOCTDb

Homogeneous -transparent gel with

characteristic odor / OnHOPOAHbII
NnoNyMNpO3payHblil TeNb ¢
XapaKTepHBIM 3aMaxom.

Specification / Hopma

Homogeneous transparent or semi- ‘

transparent gel with characteristic odor /
OnHopoAHbIH NpO3payHbIi UK
NOJYNpPO3payHblii rejlb ¢ XapakTepHbIM
3aMaxoM.

Ketorolac tromethamine /
KeToponaka TpoMeTaMHH

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 / Bpems
YAEpXHBaHUSA OCHOBHOTO [HKa Ha
XPOMAaTorpaMMe HCNbITYEMOTO pacTBopa
JIOJDKHO ~ COOTBETCTBOBATH  BPEMEHU
YOep)KUBaHMS ~OCHOBHOMO THKa Ha
XpoMarorpaMMe pacTBopa CTaHLAaPTHOTO
o0pasua KeToponaka TpoMeTaMHHA

Remarks : The Product conforms to ND /
IIpumeuanne: [IpoaykT cooTBeTcTBYET TpeboBaHusM HJI

Conclusion : APPROVED /
3aknwuenne: OJOBPEHO

Prepared by / '. Checked by / Approved by: Manager / Executive /
[Monrorosnexo: d(/ [Tpoeepeno: Ramakant Onobpeno: Menemxkep / Pyxosogurenb
Ankaj Verma \E Manoj Kumar @&l
Reprint Date / Reprint Date / Reprint Date /

Hara:10.08.2022 Jlara: 10.08.2022 Hara: 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: L85195AP1984PLC0O04507
www.drreddys.com
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Distt. Solan, H.P., 173 205, INDIA
Tel : +91 98166 56001-02
www.drreddys.com

Page 2 of S/Ctp. 213 5

Product / Ketorol gel for external use 2 %

MpoaykTr Keropon®, renb ans HapyKkHOTO npliMeHeHnsa 2 %

Batch No / 1 V220540 |Batch Quantity / : 19020.000units /
Cepusi Ne Pa3zmep cepun 19020.000 enuHiiw
Analytical Report No / : 040001611996 Date of Analysis/ 10.08.2022
AHanuTH4YecKHii oTueT Ne JlaTta ananusa

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

JdaTta npou3BoACTBa Topnen a0 (BKJ.)

Analysis performed according to ND / Ananu3 nposeaen no HJ/L: JII1-001080-160621

2b | Sodium methyl parahydroxy-

Complies as prescribed /

The retention time of the sodium methyl

pH BoaHOM cycnieH3HH

5 | Viscosity / BazkocTs

6.337 poise / 6.337 nya3

benzoate and sodium propyl CooTBETCTBYET parahydroxybenzoate and sodium propyl
parahydroxybenzoate / parahydroxybenzoate peak in the
MeTuinapariapokcudenzoar chromatogram of the sample preparation
HaTpHs K MPONUINAParuIpoKcu- corresponds to that in the chromatogram
OeH30aT HaTpus of the standard preparation under assay /
BpemeHa  ymepXkuBaHWS ~ OCHOBHBIX
MKKOB HA XpOMATOrPaMMe UCITLITYEMOTO
pacTBopa JO/DKHBI  COOTBETCTBOBATH
BpPEMCHAM  YAEPKUBAHUS  OCHOBHBIX
NKKOB Ha XpOMarorpaMMme pacTBOpa
CTaHAAPTHBIX 06pa3loB
MeTwinaparuipokcuoeHzoara u
nponunnaparuapokcudeH3oara.
3 | Average fill weight / Macca 512g/512r In according to Rus. Ph..Not less than
COAEPKUMOTr0 YNAKOBKH 500 g / B COOTBETCTBUH €
Tpedosanuamu ['P PP. He menee 50,0 r |
4 | pH of aqueous suspension / 6.8 16.0-7.8/016,0107,8

Between 5 and 12 poise /
Ot 5 no 12 nyas

Remarks : The Product conforms to ND /
INpumeuanne: Ilpoaykt coorBeTcTBYET TpeboBanuam HJI

Conclusion : APPROVED /
3axniouenue: OOBPEHO

Prepared by / Checked by / Approved by: Manager / Executive /
IonroroBneHo: [Tpoeepeno; Ramakant Onobpeno: Menemxkep / Pykogoautesis
Ankaj Verma ’ Manoj Kumar A ? i

.‘( L Ty {t = i
Reprint Date / Reprint Date / Reprint Date /
Harai10.08.2022 Jara: 10.08.2022 Hara: 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: L85195AP1984PLC0O04507
www.drreddys.com
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Product / Ketorol gel for external use 2 % o
ITpoaykr Ketopon(®, reab aas Hapys#HOTO npuMenens 2 %

Batch No / 1 V220540 Batch Quantity / : 19020.000units /
Cepust Ne Pazmep cepuu 19020.000 enmHiu
Analytical Report No / : 040001611996 Date of Analysis / 10.08.2022
AHanuTHUYecKHii oTuyeT Ne Jara ananusa

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

JaTa npousBoacTea Toaen go (BKJ1.)

Analysis performed according to ND / Anaau3 nposeaed mo HJ: JII1-001080-160621

6 |Related substances / PoAcTBEHHbIE COCIMHEHHS

| Ketorolac 1-keto analogue / |
1-KeToaHaJIOr KETOPONaKa |

Ketorolac 1-hydroxy analogue /
1-rUApOKCHAHANIOT KETOpOolaka

0.04 %

Less Than LOQ (LOQ = 0.020 %) /
Huze npeieia KoauecTBenoro
onpenesnierist ([MTKO = 0.020 %)

l

Not more than 1.0 % /He 6oﬁee_1,6% ]

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

Any single unidentified

impurity/ Exunyuanas 0.03%
| HeWICHTHQHUUIMPOBAHHAS

npuMech
| Total impurities / Cymma 0.1%

npumecei

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

Not more than 3.0 % / He Gonee 3,0 %

| Microbial limits / MukpoGuonornyeckast H4HcTOTA

| Total aerobic microbial

count / Oouee aucno
a’pOOHBIX

MHKPOOPraHH3MOB

Total combined yeast and molds
count / Obuiee unucno
MPOXIKCBBIX 1 [UIECHEBBIX
rptiboB

Memnee 10 KOE/r

Menee 10 KOE/r

Staphylococcus aureus

Pseudomonas aeruginosa

Less than 10 CFU/¢g /

Less than 10 CFU/g /

Absent / OTcyTcTBYET

Absent / OTcyTCcTBYET

Not more than 100 CFU/g /
He Gonee 100 KOE/T

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

Should absent in 1 g/ OtcyTcTBHE B 1T

Should absent in 1 g/ OrcyTrcTBHE B IT

Remarks : The Product conforms to ND /
Ipumeuanne: [poaykT cooTBeTcTBYET TpeboBaHusM HJ

Conclusion : APPROVED /
Zakarwuenue: OJOBPEHO

Prepared by / ) Checked by / Approved by: Manager / Executive /
[MoarotosneHo: //g// ITpoeepeno: Ramakant Onobpeno: Menemxep / PykosoauTens
Ankaj Verma %\A“g’ Manoj Kumar w
Reprint Date / Reprint Date / Reprint Date /

Hata:10.08.2022 Hata: 10.08.2022 Jara: 10.08.2022

Registered Office: 8-2-337, Road No. 3, Banjare Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2500, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLC004507
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CERTIFICATE OF ANALYSIS

CEPTUDPHUKAT AHAJIM3A

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

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P.,, 173 205, INDIA
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Product / Ketorol gel for external use 2 %
MponykT Ketopon®, reb 15 Hapy»KHOT0 npuMeHeHns 2 %
Batch No / 1 V220540 Batch Quantity / : 19020.000units /
Cepus No Paszmep cepun 19020.000 enitHny,
Analytical Report No / : 040001611996 Date of Analysis / : 10.08.2022
AHanuTnyeckuii oTuer Ne Jata ananusa
Date of Manufacture / : Jul-2022 Date of Expiry / : Jun-2024
JaTa nponssoacTaa logen no (BKa.)
Analysis performed according to ND / Anasins nposenes no HJL: JIT1-001080-160621
8 | Assay/ KonuuyecTBeHHOe onpenesieHue:
'Ethanol / Dtanon NLT 85% and NMT 115% of the
100.3% labeled amount of C:H¢O (ethanol) /
' Or 85 po 115% or 3adBileHHOTO
konmuecta C-HgO (31aHom)
S |
Dimethyl! sulfoxide / NLT 90% and NMT 110% of the
Jumetuncyabhokcun labeled amount of C>HsOS (dimethyl
105.2 % sulphoxide) / Or 90 mo 110% ot
sassficHHoro  komuuectea  CoH,OS
(aumerHiacynbdhokcHn)
Sodium methyl parahydroxy- NLT 90% and NMT 110% of the|
benzoate / Metunmnapa- labeled amount of CgH;NaQO; (sodium
THAPOKCHOEH30aT HATpHA methyl parahydroxybenzoate) / Ot 90 no l
102.6% o
110 % oT 3asBAEHHOr0 KOJAMYECTBa
CsH7NaO; (MeTunnaparuapoKcu-
GeH30aT HaTpus)
Sodium propyl parahydroxy- NLT 90% and NMT 110% of the
benzoate / [Iponunnapa- labeled amount of CioH11NaO; (sodium
rHAPOKCHOEH30aT HaTpus propyl parahydroxybenzoate) / Ot 90 1o
100.0 %
110 % oT 3ajdBAEHHOrO KOJMYECTBA
C1oH11NaO; (mponuanaparuApoKcH-
OeH30aT HATpHA)
Ketorolac tromethamine / NLT 90 % and NMT 110 % of the
Keroponaka TpoMeTaMuH labeled amount of C19H24N20¢
102.9 % (Ketorolac tromethamine) / Ot 90 no

110 % oT 3agBieHHOr0 KOJIMYeCTRa
C19H24N2Og (keTOpOIaKa TPOMETAMHUH)

Remarks : The Product conforms to ND /

ITpumeuanne: [1poaykT coorBeTcTBYET TpeboBaHusIM HJI

Conclusion : APPROVED /
3aknwuenue: OJOBPEHO

Prepared by / Checked by / Approved by: Manager / Executive /
TTOArOTOBNIEHO: & IposepeHo: an‘ﬁ/kant Onobpeno: Menenxep / Pykosoanrens
Ankaj Verma ;é t Manoj Kumar lb’_r} _L/L

o A5
Reprint Date / Reprint Date / . Reprint Date /
Hata:10.08.2022 Hara: 10.08.2022 Hara: 10.08.2022

Registered Office: 8-2-327, Road No. 3, Banjara Hills, Hyderabad - 500024, Tclangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLC0O04507
www.drreddys.com
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CERTIFICATE OF ANALYSIS
CEPTUDOUKAT AHAJIN3A

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

PageSof 5/Crp. 5135

Product / Ketorol gel for external use 2 %

[poaykTt KeTopon®, rens ans Hapy:kHOTO nprmeHeHs 2 %

Batch No / 1 V220540 Batch Quantity / 19020.000units /
Cepust Ne Pasmep cepun 19020.000 earnuu
Analytical Report No / : 040001611996 Date of Analysis / 10.08.2022
AHaauTH4YecKHit oTueT Ne JlaTa ananuza

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

JaTa npou3BoJcTBa logen no (Bka.)

Analysis performed according to ND / Auanus nposeaen no HJ/L: JI1-001080-160621

| 9 |Package/ Ynakoska

equipped with tamper-evident
membrane. Each tube and a patient
information leaflet in a carton. / 1o
50 r B TyOy M3 JaMMHHPOBaHHOTO
AMOMUHHS, CHa0XKEHHYIO

BckpeiTUs. Kaxnywo TyO0y BMecTe ¢
HHCTPYKUHMEH M0 MNpUMEHEHHIO B
NayKy KapTOHHYIO.

50 g in a laminated aluminum tube 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. / [To 30 r
unu 50 r B Ty®y M3 JaMUHUPOBAHHOTO
ANIOMIIHHA, CHA0XKEHHYI0 MeMOpaHoii

MeMOpaHol 1451 KOHTPONS NEPBOTO | /151 KOHTPONS NEPBOrO BCKPBITH.

Kaxxayto Ty0y BMecTe ¢ MHCTpYKUHeH 1o
NPUMEHEHHIO B NA4YKY KapTOHHYIO.

10 |Labeling / MapkupoBka

Complies as prescribed /
COOTBETCTBYET TPEOOBAHUAM

According to ND /
B cootBeTcTBMuU ¢ H]I

11 |Storage conditions /
XpaHeHue

Below 25 °C. Do not freeze. /

[Tpu remnepatype He Bolie 25 °C. He 3amopakuBath.

12 | Shelf life / Cpok roaHoctu

[2 years /2 rona

Remarks : The Product conforms to ND /
Ipumeuanue: I[ponykt cooTBeTcTBYET TpeboBanuam HJT

Conclusion : APPROVED /
3akaouenne: OJOBPEHO

Hara:10.08.2022

Hara: 10.08.2022

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

IToarotosaeHo: ﬁ/ ITposepeHo: Ramakant OnobpeHo: MeHemKep / PyxosoayTtens

Ankaj Verma ( u}/ Manoj Kumar '? (r
(s

Reprint Date / Reprint Date / Reprint Date /

Jara: 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: L85195AP1984PLC0O04507
www.drreddya.com




