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Product / : Ketorol gel for external use 2 %

Ipoaykr Ketopon®, rens ans HapyxHOro npumereHus 2 % :
Batch No / V211420 Batch Quantity / : 32,151.000units /
| Cepust Ne Pa3mep cepuu 32,151.000eaunnn
Analytical Report No / : 890001564690 Date of Analysis / : 17.01.2022
AHanuTnyeckuii oTuer No JlaTa ananu3a

Date of Manufacture / : Dec-2021 Date of Expiry / : Nov-2023

JaTa npounsBoacTea Topen g0 (BJ.)

Analysis performed according to ND / Ananau3 nposeaen no HJ: JITT-001080-160621

No Test / [TokazaTens Result / PesyabTaThl Specification / Hopma

with characteristic odor /

C XapaKTEPHBIM 3al1aXoM.

1 |Description / Onucanue Homogeneous semi-transparent gel | Homogeneous transparent or semi-

transparent gel with characteristic odor /

OnHOpoAHBIN NOTYNpo3payHbIi renb | OMHOPOAHBIIN MPO3PauHbIii UNH

MO PO3PavHbI Tellb ¢ XapaKTepHbIM
3aI1aXOM.

2 | Identification / opqiuuHOCTL

2a |Ketorolac tromethamine / Complies as prescribed / The retention time of the main peak in the
KetopoJaka TpomeTaMuH CoOTBETCTBYET

chromatogram of the sample preparation
corresponds to that in the chromatogram
of the standard preparation of ketorolac
tromethamine under assay / Bpewms
yOEp)XKUBAaHUS OCHOBHOTO TIMKAa Ha
XpoMarorpaMMme UCIIBITYeMOTO pacTBOpa
OOJDKHO  COOTBETCTBOBATH  BPEMEHH
YOCp)KUBaHMA OCHOBHOIO TNHKa Ha
XpOMaTorpaMme pacTBopa CTaHAZPTHOTO
obpaslua KeTopoJaka TpOMETaMHHA

parahydroxybenzoate /
MerunnaparuapoxkcubeH3oaT
HaTpus W MPONUINaparuapoKcH-
6eH30aT HaTpUA

2b | Sodium methyl parahydroxy- Complies as prescribed / The retention time of the sodium methyl
benzoate and sodium propyl CooTBeTCTBYET

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 /
BpeMeHa  ynmepXWBaHHSI ~ OCHOBHBIX
MIMKOB Ha XPOMATOIpaMMe HCITBITYEMOTO
pacTBopa J[OJDKHBI ~ COOTBETCTBOBAThH
BpeMEHaM  YIOEpXKHUBaHHA  OCHOBHBIX
IMKOB Ha XpOMaTorpamMMe pacTBOpa
CTaHJAPTHBIX obpasuos
MeTUNIaparuapoKcHOeH3oaTa u
nponwinaparuapokcubeHzoara.

Remarks : The Product conforms to ND / Conclusion : APPROVED /
Ilpumeuanue: Iponykr cootBeTcTBYET TpeGoBaHUsIM HJI 3akmwyenne: OJJOBPEHO
Prepared by / Checked by / Approved by: Manager / Executive /
IToarororieHo: ITposepeHo: OnobpeHo: Menemxep / PykoBonurens
Ankit @ Ramakant Pawan Kumar %"
Reprint Date /18.01.2022 Reprint Date /18.01.2022 Reprint Date /18.01.2022

Jara: Jara:

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

MpoaykT KeTopoa®, renp ans Hapy>kHOTO npumeHeHus 2 %

Batch No / : V211420 Batch Quantity / : 32,151.000units /
Cepus No Pasmep cepuu 32,151.000eaunun
Analytical Report No / : 890001564690 Date of Analysis / : 17.01.2022
AHanuTndeckuii oryer Ne JlaTa ananusa

Date of Manufacture / : Dec-2021 Date of Expiry / : Nov-2023

Jara nponsBoacTea Toned po (BKJI.)

Analysis performed according to ND / Ananu3s nposeagex no HA: JITI-001080-160621

Specification / Hopma

COOTBETCTBHUHU

pH BoaHoi#i cycnensuu

Ne Test / [TokazaTennb Result / PesyabTaThbl
3 | Average fill weight / Macca 305 g /30.5r

COAEpPAKUMOro YNAKOBKHU 300 g / B
4 | pH of aqueous suspension / 6.9

6.0-7.8/016,0 1078

5 | Viscosity / BaskocTs

6.167 poise / 6.167mya3

In according to Rus. "Ph..Not less than

‘tpeboBanusmu ['® PO. He menee 30,0 r

Between 5 and 12 poise /
Ot 5 o 12 mya3

6 Related substances / PogcTBeHH

bi¢ COCAHHEHNSA

Ketorolac 1-keto analogue /
1-KeToaHaoT KeTOpoJIaKa

Ketorolac 1-hydroxy analogue /
1-ruApoKCHaHANOT KETOpOIaKa

Any single unidentified
impurity/ EqHU4Has
HEHJCHTH(PUIIMPOBaHHAS
NpUMECH

Total impurities / Cymma
npuMecei

0.02%

Below BDL (BDL~= 2598) /

KO =0.025 %)

0.02%

Hmxe nopora perucrpauuu (ITP =2598)

Below LOQ (LOQ = 0.025%) / Hixe
npeaeiia KOMMYCCTBCHHOIO ONpeaCHACHUA

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

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

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

Not more than 3.0 % / He 6onee 3,0 %

Remarks : The Product conforms to ND /
ITpumeuanue: ITpoAYKT cooTBeTcTBYET TpeboBaHUAM HJT

Conclusion : APPROVED /
Saxkmouenne: OJOBPEHO

Prepared by /
IToaroroeneHo:

Ankit @

Reprint Date /18.01.2022

Checked by /
IlposepeHo:
Ramakant

Reprint Date /18.01.2022
Hara:

Bl

Approved by: Manager / Executive /
Ono6peno: Menemxep / PykosonuTens
Pawan Kumar '

Reprint Date /18.01.2022
Jata:

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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Product / Ketorol gel for external use 2 %

Mpoaykr Ketopon®, renb g HapyKHOTO NpuMeHeHus 2 %

Batch No / 1 V211420 Batch Quantity / : 32,151.000units /
Cepus No Paszmep cepuu 32,151.000eauHuLy
Analytical Report No / : 890001564690 Date of Analysis / : 17.01.2022
AHanuTHyeckuii otyer Ne JlaTa aHanu3a

Date of Manufacture / : Dec-2021 Date of Expiry / : Nov-2023

Jlata npousBoacTBa I'onex po (Bku1.)

Analysis performed according to ND / Auanns nposeaen mo H;: JITT-001080-160621

7 | Microbial limits / MukpoGuoJio

rH4YecKast YMCToTa

Total aerobic microbial

count /  OOuiee yncio
@3pOOHBIX

MHUKPOOPTaHHU3MORB

Total combined yeast and molds
count/ OOILEee YHCITIO
IPOMOKEBBIX U TUIECHEBBIX
rpuboB

Staphylococcus aureus

Pseudomonas 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 1T
Absent in 1 g/ OtcyTcTBYET B 11

8 | Assay/KonnuecrBeHHoe onpen

CJICHHUE!

Should absent in 1 g/ OtcytcTRUE 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/ OtcyTcTBUE B 1T

|

Ethanol / Dtanon

101.3%

" INLT 85% and NMT 115% of the|

labeled amount of C,H¢O (ethanol) /
Or 85 mo 115% oT 3aABICHHOrO
xonudectBa CaHgO (3Tanon)

Dimethyl sulfoxide /
Jdumetnncynsdoxcun

99.3%

NLT 90% and NMT 110% of the
labeled amount of C;H¢OS (dimethyl
sulphoxide) / Or 90 mo 110% or
3asgBlIeHHoro  konmdectBa  C:HgOS
(mumetuncynsdokcum)

Sodium methyl parahydroxy-
benzoate / Metunnapa-
TUAPOKCUOEH30aT HATPHS

101.9%

NLT 90% and NMT 110% of the
labeled amount of CsH;NaO; (sodium
methyl parahydroxybenzoate) / Ot 90 o
110 % oT 3asBJICHHOI'O KOJIMYECTBA
CgH7NaOs (MeTUIIaparuipoKCu-
OeHsuaL Ha1pus)

Remarks : The Product conforms to ND / Conclusion : APPROVED /
ITpumeuanue: [Ipogykr cooTBeTCTBYET TpeGoBaumam HJT 3axmouenune: OJOBPEHO
Prepared by / Checked by / Approved by: Manager / Executive /
IToaroTosmneHo: ITposepeHo: W OnobpeHo: Menemxkep / Pykosoaureb
Ankit w Ramakant Pawan Kumar /4?“
Reprint Date /18.01.2022 Reprint Date /18.01.2022 Reprint Date /18.01.2022

Hara: Hara:

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
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Product / Ketorol gel for external use 2 %

IMpoaykr Ketopon®, reiib A HAPYKHOTO NpUMeHeHUs 2 Yo

Batch No / 1 V211420 Batch Quantity / : 32,151.000units /
Cepus No Pasmep cepuu 32,151.000envnuit
Analytical Report No / : 890001564690 Date of Analysis / : 17.01.2022
AHanuTudeckHii otyer Ne JlaTta ananu3a

Date of Manufacture / : Dec-2021 Date of Expiry/ : Nov-2023

Jata npoun3BoacTea T'open mo (BkJ1.)

Analysis performed according to ND / Ananins nposeaed no HJI: JITT-001080-160621

KeToponaKa TpOMETAMHWH

| Sodium propyl parahydroxy- 102.2% NLT 90% and NMT 110% of the
benzoate / [Iponunnapa- labeled amount of C;oHi1NaOs (sodium
THAPOKCUOEH30aT HATPUSA propyl parahydroxybenzoate) / Ot 90 no
110 % oT 3afBIEHHOTO KOJMYECTBA
CioH11NaO; (mponminaparuApoKCcH-
6eH30aT HATpHA)
Ketorolac tromethamine / 100.1% NLT 90 % and NMT 110 % of the

labeled amount of C19H24N>06
(Ketorolac tromethamine) / Ot 90 g0
110 % oT 3asBNEHHOTO KOJHMYECTBA
C19H24N206 (keTOpONIaKa TPOMETAMMH)

9 | Package / YnakoBka

30 g in a laminated aluminum tube
equipped  with  tamper-evident
membrane. Each tube and a patient
information leaflet in a carton. / Ilo
30 r B Ty0y M3 JTaMHHHMPOBAHHOIO
ANOMUHUA, CHab>XXeHHYIO
MeMOpaHOil Ui KOHTpOJS TEpBOro
BCKphITHA. Kaxnayio Tyby BMecte ¢
HHCTPYKLMEH NO TNpPHMEHEHHIO B
Na4yKy 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. / [To 30 r
wid 50 r B Ty0y U3 JTaMHHHPOBAHHOTO
TIOMHHHA, CHabXKEeHHYI0 MeMOpaHoii
IJIs1 KOHTPOJIA IIEPBOTO BCKPBITHS.

Kaxnyto Tyby BMecTe ¢ HHCTpYKLME 110
MPUMEHEHHIO B NTAYKY KapTOHHYIO,

XpaHeHue

0 | Labeling / Mapkupogka Complies as prescribed / According to ND /
CooTtBercTBYET TPEOOBAHUAM B cooterctBuu ¢ H]J
11 S_tor;ge conditions / Below 25 °C. Do not freeze. /

ITpu Temnepatype He Boime 25 °C. He 3aMopaxuBarth.

12

Shelf life / Cpok rognocTn

2 years / 2 roga

Remarks : The Product conforms to ND /
IMpumeuanue: [IpogykT cooTBeTCTBYET TpehoBaHmsIM HJI

Conclusion : APPROVED /
3axmwuenne: OJOBPEHO

Prepared by /
IloaroroBieno:
Ankit

(2

Checked by /

IIpoepeHo: W

Approved by: Manager / Executive /
OnobpeHo: MeHekep / PykoBOOHTEND

Pawan Kumar }T—\/

Reprint Date /18.01.2022

Ramakant
Reprint Date /18.01.2022
Hara:

Reprint Date /18.01.2022
JHara:
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