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Product / Ketorol gel for external use 2 %

IponykTt Keropon®, rens mna napysxuoro npumenerns 2 %

Batch No / 1 V220212 Batch Quantity / : 19059.000 units /
Cepus Ne Pasmep cepun 19059.000 enuumiy
Analytical Report No / : 890001585064 Date of Analysis / : 14.04.2022
AHaJuTHYEeCKMIT 0TYeT Ne Jdarta auanusa

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

JlaTa npoussojacrea Topen no (Bx1.)

Analysis performed according to ND / Ananus nposeaen mo HJ1: JITT-001080-160621

Ne Test / ITokaszaTenp

Result / PesynbTaTst

Specification / Hopma

1 |Description / Onucanue

Homogeneous semi-transparent gel
with characteristic odor /
OnnoponHsIit TONynpo3pauHslii rens
C XapaKTEepHBIM 3aMaxoM.

Homogeneous transparent or semi-
transparent gel with characteristic odor /
OaHOpoAHBII IPO3payHBIi HITH
NOJTYNPO3PaYHAIi IeJlb C XapaKTePHLIM
3amaxom.

2 |Identification / HoganunocTs

2a | Ketorolac tromethamine /
Keroponaka Tpometamun

Complies as prescribed /
CootBeTcTBYET

06pa3ua KE€TOpOJIaka TpOMETaMHHa

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
YOEPKHBAHHA OCHOBHOTO THKa Ha
XpOMATOIpaMMe HCIBITYEMOr0 PacTeopa
JOJDKHO ~ COOTBETCTBOBATh  BPEMEHH
YIOEPKUBAaHUA OCHOBHOTO TNHMKa Ha
XpOMaTorpamMMe pacTBOpa CTAHAAPTHOTO

Remarks : The Product conforms to ND /

IMpumedanne: [poaykT cooreercTyeT TpeGosanuam HJJ

Conclusion : APPROVED /
3akmouenne: OOBPEHO

Prepared by / Che
IToarorosneno: ‘
Naresh Kumar (&L/

IIpoBepeno: Pardeep Kumar

cked by /

Approved by: Manager / Execulive /

Onobpero: Menemxep / {’ﬁsm{mcﬂb

Abhishek Chauhan

Reprint Date / Rep
Jata:14.04.2022 Jar

rint Date /
a:14.04.2022

Reprint Date /
Jata:14.04.2022

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: LOS195AM1904PLCO04507
www.drreddys.com



Dr.Reddy’s Q':°

CERTIFICATE OF ANALYSIS

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

Vill. Khol, Nalagarh Road, Badd;,
Distt. Solan, H.P., 173 205, INDIA

CEPTH®HKAT AHAJIU3A

Tel : +91 98166 56001-02

www.drreddys.com
Page2of 5/ Crp.2u3 5

Product/ : Ketorol gel for external use 2 %

IMpoaykr Keropon®, renp ans HapyxHoro npumenenns 2 %

Batch No / 1 V220212 Batch Quantity / : 19059.000 units /
Cepus Ne Pasmep cepun 19059.000 egunun
Analytical Report No / : 890001585064 Date of Analysis / : 14.04.2022
AHanuTHYeCKHWii oTueT Ne Hata ananuza

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

JlaTa npousBoacTea

I'ogen po (BKJL.)

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

Ne Test / Iloka3zaTens

Result / PesyabraTel

Specification / Hopma

2b | Sodium methyl parahydroxy-
benzoate and sodium propyl
parahydroxybenzoate /
MeTunnaparuapokcuben3oar
HaTpUA U NPOIUIIIAParuAPOKCHU-
6eH30aT HaTpus

Complies as prescribed /
CootBeTcTBYET

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 /
Bpemena  ynepuBaHHS ~ OCHOBHBIX
TIMKOB Ha XpOMaTOIPaMMe UCIILITYEMOTro
pacTBOpa JOMKHBI COOTBETCTBOBAThH
BPEMEHAM  YIEP)KMBAHHA  OCHOBHBIX
NHKOB Ha XpoOMaTorpamMMe pacTBopa
| cTaHOAPTHBIX o6pasuos

MeTIIIaparuApoKcubeH3oaTa M|
NpoNUINaparuipokcubensoara.

3 | Average fill weight/ Macca
CONEPIKUMOT0 YIAKOBKH

509g/509 T

[n according to Rus. Ph..Not less than
500 g / B  CcOOTBETCTBHH C
TpebopaHusamu 'O PD. He menee 50,0 r

4 |pH of aqueous suspension /
pH BoaHoii cycnensun

6.8

6.0-7.8/016,0 10 7,8

5 | Viscosity / Baskocts

7.462 poise / 7.462 nyas

Between 5 and 12 poise /
Ot 5 no 12 myas

6 | Related substances / PogcTBenHble coeanHeHHst

Ketorolac 1-keto analogue /
1-xeToaHanor KeTopoJaka

1-ruApOKCHaHANIOT KETOpOIaKa

0.02 %

Below LOQ (LOQ = 0.020 %) / Huwe
Ketorolac 1-hydroxy analogue / | npeaena xonmuccracusoro onpenencuns | Not more than 0.5 % / He 6onee 0,5 %

(MKO = 0.020 %)

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

Remarks : The Product conforms to ND /

Ipumeyanne: [ponykr coorrercryer Tpe6oBanusam HJT

Conclusion : APPROVED /
3axnouenue: QJIOGPEHO

Prepared by / Checked by / Approved by: Manager / Executive /
INoaroroeneHo: ; Iposepeno: Pardeep Kumar Onobpeno: Menemkep / Bykosonutes
Naresh Kumar @/ = Abhishek Chauhan (
Reprint Date / Reprint Date / Reprint Date /

Hara:14.04.2022 Nara:14.04.2022 Jara:14.04.2022

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
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Product/ Ketorol gel for external use 2 %
Ipoaykr Ketopon®, reib it Hapy#Horo npiMeresns 2 %
Batch No / $ V220212 Batch Quantity / ¢ 19059.000 units /
Cepus Ne Pasmep cepun 19059.000 e aunmi
Analytical Report No / : 890001585064 Date of Analysis / 1 14.04.2022
AHanuTH4ecKuit oTuer No Jara ananusa
Date of Manufacture / : Mar-2022 Date of Expiry / : Feb-2024
JlaTa nponzrojacTBa T'open o (BkJ1.)
Analysis performed according to ND / Auanuns nposeaen mo HJI: JITT-001080-160621
Ne Test / Tlokazatenn Result / PesynbraTsi Specification / Hopma
Any single unidentified Not more than 1.0 % / He 6onee 1,0 %
impurity/ Equnimanas
HEUJIEHTUDULHPOBAHHAS 0.03%
IIpUMeCch
| Total impurities / Cymma 0.05 % Not more than 3.0 % / He Gonee 3,0 %
rnpumMecei
7 | Microbial limits / Mukpo6uosornueckas 4ucTora

lcount /

Total aerobic microbial

Ob1uee uucno
a7poGHbIX

MEKPOOPraHisMoB

Total combined yeast and molds
count / Obmee yucso
APOAIKERBIX U MIECHEBBIX
rpudos

Staphylococcus aureus

Pscudomonas aeruginosa

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

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

Absent in 1 g/ OrcytctByeT B I

Absent in 1 g/ OrcyreTByeT 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/ OrcyrcTaHe B 1T

Should absent in 1 g/ OtcyrcTBHe B 1T

Remarks : The Product conforms to ND /
TIpumeuanne: TponykT cooTseTcTBYeT TpeGoBanmsam HJT

Conclusion : APPROVED /
3akirouenne: OJIOBPEHO

Prepared by /
IToaroTorneno:
Naresh Kumar

3

Checked by /
INposepeno: Pardeep Kumar

f .

Approved by: Manager / Executive /
Onobpeno: Menemkep /| PykoBoauTens
Abhishek Chauhan |

Reprint Date /
Hata:14.04.2022

Reprint Date /
Hara:14.04.2022

Reprint Date /
Jara:14.04.2022

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: L85195AP1984PLC004507
www.drreddys.com
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Product / Ketorol gel for external use 2 %

Hpoaykr Ketopon®, rens mig HapykHoro npumeHenns 2 %

Batch No / 1 V220212 Batch Quantity / : 19059.000 units /
Cepus Ne Pasmep cepun 19059.000 egunmuiy
Analytical Report No / : 890001585064 Date of Analysis / 1 14.04.2022
AHaJTUTHYECKHIT 0TYeT Ne Harta ananusa

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

Jara npoussoacrea Togen no (K1)

Analysis performed according to ND / Anasus nposeaen no HJL: JITI-001080-160621

8

| Assay / KoniuuecTBenHoe onpeaesieHue:

Ethanol / Dtanon

100.4%

NLT 85% and NMT 115% of the
labeled amount of C;H¢O (ethanol) /
Or 85 nmo 115% ot 3asBjeHHOro
konudectBa CoHgO (3Tanon)

Dimethyl sulfoxide /
Humetuncynsdoxcun

103.9 %

NLT 90% and NMT 110% of the
labeled amount of CoHgOS (dimethyl
sulphoxide) / Ot 90 mo 110% ot
3asBjieHHOro  konuuectBa  CoHOS
(mumeTuncynbdhokcum)

| Sodium methyl parahydroxy-
benzoate / MeTunnapa-

|
ruupoxcuﬁemoaT HaTpua

99.8%

NLT 90% and NMT 110% of the
labeled amount of CgH;NaOs; (sodium |
methyl parahydroxybenzoate) / Ot 90 no
110 % oT 3asBNEHHOTO KOJIMYECTBa
CgH7NaO; (MeTUnInaparuapoOKCH-
GeH30aT HaTpHs)

Sodium propyl parahydroxy-
benzoate / ITponuinapa-
ruapoKCHOEH30aT HATPHS

102.1 %

NLT 90% and NMT 110% of the
labeled amount of C oH;NaO; (sodium
propyl parahydroxybenzoate) / Ot 90 no
110 % oOT 3asBIEHHOrO KOJMYECTBa
CioH11NaO; (mponmnnaparuapokcH-
6eHzoat HaTpHs)

Ketorolac tromethamine /
Keroponaka Tpomeramun

101.4 %

NLT 90 % and NMT 110 % of the
labeled amount of C19H24N>205
(Ketorolac tromethamine) / Ot 90 no

| 110 % OT 3asBJEHHOr0 KOJIHYECTBA
C19H24N>O¢ (xeTOpONIaKka TpoMETaMHH)

Remarks : The Product conforms to ND /
[Mpumeyanne: ITponykr cootsercrayer TpeboBanmsm HJT

Conclusion : APPROVED /
3akmoyenue: QJOGPEHO

Jlata:14.04.2022

Prcparcd by / Checked by / Approved by: Manager / Executive /
IoaroToneHo: INposepeno: Pardeep Kumar Onobpeno: Me Henz\'e;t/fyxosozlmenb
Naresh Kumar f\) Abhishek Chauhan

C)/ \i": L=
Reprint Date / Reprint Date / Reprint Date /

Jlata:14.04.2022

Hata:14.04.2022

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: L85195AP1984PLC004507
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Product / Ketorol gel for external use 2 %

Mpoaykr Ketopoa®, rens 1 HapyskHOTo npumenenns 2 %

Batch No / : V220212 Batch Quantity / : 19059.000 units /
Cepna No Pazmep cepun + 19059.000 enunuLy
Analytical Report No / : 890001585064 Date of Analysis / : 14.04.2022
AHaJIUTHYeCKUIi oTyeT Ne JaTa ananusa

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

Jata nponssoacTea T'ogen xo (BKJL.)

Analysis performed according to ND / Ananns nposeaen no HJI: JITI-001080-160621

9 | Package/ YnakoBka

50 g in a laminated aluminum tube
equipped  with  tamper-evident
membrane. Each tube and a patient
information leaflet in a carton. / ITo
50 r B Ty6y W3 JaMHHHPOBAHHOIO
ATIOMUHUS, CHabXXeHHYIO
| MeMOpaHO# /I KOHTPOJIA MEPBOTO
BCkpeiTHA. Kaxayro Ty6y BmecTe ¢
UHCTPYKUMEH 10 NPUMEHEHMIO B
Mayky 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
win 50 r B Ty0Yy U3 JJaMHHUPOBAaHHOIO
aTIOMUHKA, CHAaOXEHHYI0 MeMOpaHoii |
JUIsl KOHTPOJIS TIEPBOTO BCKPBITHS.

Kaxnyro Ty6y BMecTe ¢ HHCTPYKLIMEH 110
NPUMEHEHMUIO B TAYKY KapTOHHYIO.

10 | Labeling / MapkupoBka

Complies as prescribed /
CootseTcTBYET TpeGOBaHUAM

According to ND /
B cootsetcTBuH ¢ HJI

11 | Storage conditions /
XpaHeHue

| Below 25 °C. Do not freeze. /

I1pu Temnepatype He Bbiuie 25 °C. He 3aMopaxuBaTh,

12 | Shelf life / Cpox roanoctu

2 years / 2 rozma

Remarks : The Product conforms to ND /
Hpumeuanue: Iponykr coorsercreyer TpeGosanmsam HJI

Conclusion : APPROVED /
3aknwuenne: OJIOGPEHO

Jlata:14.04.2022

Jata:14.04.2022

Prepared by / Checked by / Approved by: Manager / Executive /
Ioaroropneno: [Iposepeno: Pardeep Kumar Onobpeno: Menexep|/ Pykoponurens
Naresh Kumar - Abhishek Chauhan

Reprint Date / Reprint Date / Reprint Date /

Hata:14.04.2022

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
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www.drreddys.com




