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Product / Ketorol gel for external use 2 %

IponykT Ketopoa®, rens anst HapyKHOTo NpuMeHeHUus 2 %

Batch No / 1 V211255 Batch Quantity / : 14412 units /
Cepus No Pasmep cepun 14412 enuHun
Analytical Report No / : 890001558594 Date of Analysis / 26.11.2021
AHaauTHuecknii oTyeT Ne HaTta ananusa

Date of Manufacture / : Nov.2021 Date of Expiry / Oct.2023
JaTa npou3BOACTBA TogeH 10 (BKJL.)

Analysis performed according to ND / Ananus nposeaen mo HJ: JII1-001080-160621

Ne | Test / [loka3zaTenb

Result / Pe3ynbTaThbl

Specification / Hopma

1 | Description/ Onucanue

Homogeneous semi-transparent gel
with characteristic odor /
OpHOpOIHBIN MOTYNTPO3paYHbIH reib
C XapaKTEpHBIM 3aIaxoM.

2 Identification / IlogJiMHHOCTDH

Homogeneous transparent or semi-
transparent gel with characteristic odor /
OnHOpOIHBII NPO3padHbIA UK
TOJTyNPO3padHEIii reflb ¢ XapaKTePHBIM
3aMaxom.

Ketorolac tromethamine /
KeToposaka 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
YOCpXKHUBaHUA OCHOBHOrO IIHKa Ha
XpoMaTorpaMMme HCIBITYEMOIo pacTBopa
IOJKHO  COOTBETCTBOBAaTH  BPEMEHH
YOCpP)KHBAHHA OCHOBHOIO IMKa Ha

| XpOMaTorpamme pacTBopa CTaHAapTHOTO |

06pa3ua KETOpoOlaKka TpOMETaMHUHa

Remarks : The Product conforms to ND /
ITpnmeuyanue: IIpoaykt coorBercTBYET TpeGoBanusam HJT

Conclusion : APPROVED /
3akmouyenune: OJOBPEHO

Hara: 26.11.2021

Hata: 26.11.2021

Prepared by / Checked by / . Approved by: Manager / Executive /
IMoxroToBieHo: 4 IIposepeno: A OnobpeHo: Menemkep / PykogoauTens
Suman Kumar Pardeep Kumar Pawan Kumar g

Reprint Date / Reprint Date / Reprint Date / !

Hara: 26.11.2021

Registered Office: 8-2-337, Road Mo. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2500, Fax: +91 40 4900 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLCO04507
www.drreddys.com
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Product/ Ketorol gel for external use 2 %
Mpoaykr Ketopon®, renb 1w HapyHoOro npuMeHeHns 2 %
Batch No / : V211255 Batch Quantity / : 14412 units /
Cepust Ne Pazmep cepumn 14412 epunuy
Analytical Report No / : 890001558594 Date of Analysis / 26.11.2021
AHaauTHYeCKHH 0TYeT No JlaTa aHain3a
Date of Manufacture / : Nov.2021 Date of Expiry/ Oct.2023
JaTa npou3BoAcTBA Topen 10 (BKJI.)
Analysis performed according to ND / Ananus nposeaen mo HJI; JIT1-001080-160621
No Test / [lokazaTens Result / PesyabTaTsi 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
parahydroxybenzoate / parahydroxybenzoate peak in the
Metunnaparuapokcubenzoar chromatogram of the sample preparation
HaTpys ¥ NPOIUINaparuapoKcH- | corresponds to that in the chromatogram
6eH30aT HaTpus of the standard preparation under assay /
BpemeHa ynep)xuBaHHs OCHOBHBIX THKOB
Ha  XpoMartorpaMMe  KCHBITYEMOTQ
pacTBopa  IOMKHBI  COOTBETCTBOBATh
BpEMEHaM  YIEPKHUBAHHUA  OCHOBHBIX
IIMKOB HAa XpOMarorpaMMme pacTBOpa
CTaHIAPTHBIX 00pa3lor
METHIIaparuApokcudbeH3oatTa u
npomunaparaapokcrubeH3oara.
3 | Average fill weight / Macca 50.8 /5081 In according to Rus. Ph..Not less than
COAEPIKHMOro ynaKoBKH 50.0 g/ B cooTBeTcTBUH C TpeOOBAHUAMHU
B ['® PO. He menee 50,0 r -
| 4 | pH of aqueous suspension / 7.0 6.0-7.8/016,0 m07,8
pH BoaHoi#i cycnenzuu
S | Viscosity / BsiskocTb 6.599 poise / 6.599 myas Between 5 and 12 poise /
| Ot 5 mo 12 myas
6 | Related substances / PoacTBennbie coeHHEHUS
Ketorolac 1-keto analogue / 0.02% Not more than 1.0 % /He 6omnee 1,0 %
1-keTOaHANOT KETOpOIaKa
Ifetorol_ac 1—hydroxy analogue / Less than LOQ (0.020%) Not more than 0.5 % / He 6onee 0,5 %
‘THIPOKCHAHAIOT KETOpOJIaKa

Remarks : The Product conforms to ND

/

IIpumeuanue: Ilpoaykr coorBeTcTBYeT TpeboBanuam HJJ

Conclusion : APPROVED /
3axmoyenue: OJJOEPEHO

Prepared by / Checked by / Approved by: Manager / Executive /
IToxroToBneno: IIpoBepeHo: ‘ OnobpeHo: Menemxep / PykoBoauTens
Suman Kumar Pardeep Kumar QQ&__ Pawan Kumar

Reprint Date / Reprint Date / Reprint Date /

Hara: 26.11.2021 Hara: 26.11.2021 JHara: 26.11.2021

Registered Office: 8-2-337, Road Mo. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLCO04507
www.drreddys.com
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Product / Ketorol gel for external use 2 %

MpoaykT Keropon®, reab A1 Hapy»HOTo npumeHenus 2 %

Batch No / 1 V211255 Batch Quantity / : 14412 units /
Cepus Ne Pasmep cepuu 14412 enunuy
Analytical Report No / : 890001558594 Date of Analysis / 26.11.2021
AHanuTH4YecKHii oryer Ne JlaTa anannsa

Date of Manufacture / : Nov.2021 Date of Expiry / Oct.2023
JlaTa npousBoacTea I'onen ao (BkJ1.)

Analysis performed according to ND / Ananns nposenes mo HJI: JIT1-001080-160621

Test / [Toka3zaTenan

Result / PesyabraTtsl

Specification / Hopma

Any single unidentified
impurity/ Exunuynas
HeUIEHTHQUIMPOBAHHAS
HPUMECH

Total impurities / Cymma
npuMeceit

Less than LOQ (0.025%)

0.02 %

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

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

7 | Microbial limits / Mukpo6unoaorndeckas uucrora

Total aerobic microbial

count / O6b1ee unciIo
a’3poOHBIX
MHKPOOPTaHU3MOB

count / Obuiee yucio
MPOMCKEBBIX U ITIECHEBBIX
rpuboB

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/ OtcyTeTByeT B 1r
Absent in 1 g/ OtcyTcTBYET B IT

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/ OtcyTtcTBue B I

Should absent in 1 g/ OtcyTcTBHE B IT

Remarks : The Product conforms to ND /
Ipumedanue; [Ipoaykt cooTeTcTBYET TpeboBanusM HJ

Conclusion : APPROVED /
Zakawuenue: OJJOGPEHO

Prepared by / Checked by / Approved by: Manager / Executive /
IMoaroToBneHo: IMpogepeHo: . OnobpeHo: Menemkep / PykoBomutens
Suman Kumar Pardeep Kumar_ ._._IL— Pawan Kumar L—

Reprint Date / Reprint Date / Reprint Date / '

Hara: 26.11.2021 Jarta: 26.11.2021 Hara: 26.11.2021

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 25300, Fax: +91 40 4900 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLCO04507
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Product/ Ketorol gel for external use 2 %

IpoaykTr KeTtopoa®, rens anst HAPY/KHOTO npuMeteHns 2 %

Batch No / 1 V211255 Batch Quantity / : 14412 units/
Cepus Ne Pasmep cepiu 14412 epunun
Analytical Report No / : 890001558594 Date of Analysis / 26.11.2021
AHanuTHyecKHii oT4yeT No JlaTa aHanH3a

Date of Manufacture / : Nov.2021 Date of Expiry / Oct.2023
Jlara npon3so/icTBa Tonen a0 (BKJL.)

Analysis performed according to ND / Auanus nposeaes no H/L: JITI-001080-160621

8 | Assay/ KonnyecTBeHHOE onpeejenue:

Ethanol / DtaHon

98.7 %

NLT 85% and NMT 115% of the
labeled amount of C,HeO (ethanol) /
Or 85 gmo 115% ot 3aiBJICHHOTO
xommaectBa CoHgO (3TaHoN)

| Dimethyl sulfoxide /
JumeTuicynbGoKCHI

102.4 %

NLT 90.% and NMT 110% of the
labeled amount of CoH¢OS (dimethyl
sulphoxide) / Or 90 go 110% ot
saseneHHoro  xomudectBa  CoHeOS
(muMmeTnncynbdokrcun)

Sodium methyl parahydroxy-
benzoate / MeTunnapa-
ruapokcubeH30aT HaTpusl

97.5%

NLT 90% and NMT 110% of the
labeled amount of CsH7NaQ; (sodium
methyl parahydroxybenzoate) / Ot 90 no
110 % otr 3adBICHHOr0 KOIUYECTBA
CgH7NaOs (MeTHUIIaparuIpOKCHU-
GeH30aT HATPHA)

Sodium propyl parahydroxy-
benzoate / TIponwinapa-
ruapOKCHOEH30aT HATPHSA

98.7 %

NLT 90% and NMT 110% of the
labeled amount of CjoH 1 NaQ; (sodium
propyl parahydroxybenzoate) / Ot 90 no
110 % oT 3agBNeHHOro KOJHWYECTBa
Ci0H11NaO; (nponmunnaparuapoKCcH-
GeH30aT HATpHA)

Ketorolac tromethamine /
Ketoponaka TpoMeTaMHH

100.7 %

NLT 90 % and NMT 110 % of the
labeled amount of Ci9H24N>O6
(Ketorolac tromethamine) / Ot 90 no
110 % OT 3asiBJICHHOTO KOJIMYECTBA
C19H24N>Og (keTOpONIAKA TPOMETAMHH)

Remarks : The Product conforms to ND /
Npumeuanue: [Ipoaykr cootsercTeyet Tpedosanuam HIL

Conclusion : APPROVED /
Zakmodenne: OJJOBPEHO

Prepared by /
IToAroToBIEHO:
Suman Kumar

e

Checked by /
ITposepeHo:
Pardeep Kumar

Approved by: Manager / Executive /
Ono6peno: Menemxep / PykoBonutesb
Pawan Kumar

Reprint Date /

Iara: 26.11.2021

Reprint Date /
Jara: 26.11.2021

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 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLCO04507
www.drreddys.com
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Product / Ketorol gel for external use 2 %

MpoayxTt Ketopon®, renpb mis HApYKHOTC MpuMeHeHns 2 %

Batch No / : V211255 Batch Quantity / : 14412 units /
Cepust Ne Pazmep cepun 14412 egunniy
Analytical Report No / : 890001558594 Date of Analysis / 26.11.2021
AHanuTUYeCKHH oTYyeT Ne HMata aHanu3a

Date of Manufacture / : Nov.2021 Date of Expiry / Oct.2023
JaTa npoH3BOACTBA ToneH ao (BKJI.)

Analysis performed according to ND / Ananus nposegen no HJL: JI1-001080-160621

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 TyOy M3 JaMHHHPOBAHHOTO
AMOMUHUS, CHabXeHHYIO
MeMOpaHo# I KOHTPONA IepBOro
BeKphITHs. Kaxkayio TyOy BMecTe ¢
VHCTPYKLHEH M0 MNPUMEHEHHIO B

tube

30 g or 50 g in a laminated aluminum

equipped with tamper-evident

membrane. Each tube and a patient
information leaflet in a carton. / [lo 30 r

HIN

50 r B Ty0y W3 JIAMHHUPOBAHHOIO

AMOMHHMs, CHaOXEeHHYH0 MeMOpaHoi
1715 KOHTPOJIS [IEPBOrQ BCKPBITHIL.
Kaxayio Ty0y BMecTe ¢ MHHCTPYKLMEi 1Mo
[PUMEHEHHIO B IIAYKy KAPTOHHYO.

NauKy KapTOHHYIO.

10 |Labeling / MapkupoBKa

Complies as prescribed /

Co0TBETCTBYET TPEOOBAHMAM

According to ND /
B cootsercteuu ¢ H

11 |Storage conditions /

XpaHeHue

Below 25 °C. Do not freeze. /
Tlpu Temnepatype He Boimte 25 °C. He 3aMOpaXXUBarth.

12 | Shelf life / Cpok rogHocTu

2 years /2 rofia

Remarks ; The Product conforms to ND /
Mpumeuanue: [TpoayKT cooTBeTcTBYET TpeboBanuam HJ

Conclusion : APPROVED /
3aknwuenne: OJJOBPEHO

Jara: 26.11.2021

JHara: 26.11.2021

Prepared by / Checked by / Approved by: Manager / Executive /
[ToarororneHo: [IpoBepeHoO: mq{i,' Ono6peno; Menemkep / PykoBoaureis
Suman Kumar Pardeep Kumar - Pawan Kumar Af

Reprint Date / Reprint Date / Reprint Date / "

Jlara: 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 2999, Email: mail@drreddys.com
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