Dr.Reddy’s ":‘.

CERTIFICATE OF ANALYSIS

CEPTUO®UKAT AHAJIN3A

Page 1 of 5/Crp.1u35

Product / Ketorol gel for external use 2 %

IIpoayxT Keropoa®, renb 1y Hapy>XHOTO ripimMenennsn 2 %

Batch No/ 1 V210792 Batch Quantity / :+ 24085 units /

Cepus Ne Pa3mep cepun 24085 equHU1LL
Analytical Report No / : 890001534725 Date of Analysis / : 26.07.2021
AHaauTHYECKHi oTueT Ne JlaTa aHanu3a _|
Date of Manufacture / : July.2021 Date of Expiry / : Jun.2023

JaTa npousBoacTsa TogeH g0 (BKJI.)

Analysis performed according to ND / Ananus nposenen no HJI: JITT-001080-180417 (amend Ne 1 from

24.12.2018 / u3m. Ne 1 ot 24.12.2018, amend Ne 2 from 11.03.2020 / u3m. Ne 2 ot 11.03.2020)

Ne Test / Iloka3zaTennb

1 "Description { Onncanue

2 Identification / IlogMHHOCTD

Result / PesyabTaThl

Specification / Hopma

Homogeneous semi-transparent gel

| with characteristic odor /
OmHOPOIHBIN ONYTIPO3pPaUHBIid rellb

C XapaKTCPHLIM 3allaXOoM.

Ketorolac tromethamine /
Kertoponaka TpoMeTaMUH

Complies as prescribed /
CoOTBETCTBYET

Homogeneous transparent or semi-
transparent gel with characteristic odor /
OnHOpOAHBIH MpO3pauHbIH WIK
HONYTMPO3PadHbIi e/Ib C XapaKTEPHBIM
3arnaxoM.

[ 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
yIep)KMBaHHS OCHOBHOTO IHMKa Ha
XpOMAaTorpaMMe HCIBITYEMOIO pacTBopa
| NOJDKHO ~ COOTBETCTBOBATb  BPEMEHH
yIEep)KMBaHUsS OCHOBHOTO IMKa Ha
XpOMAaTorpaMMe pacTBOpa CTaHAAPTHOTO
o0pasia KeToponaka TPOMETaMHHA

Remarks : The Product conforms to ND /

Hpumeuanue: [Ipoxykt cooTBeTcTBYET Tpebonanusm HJT

Conclusion : APPROVED /
Jakawuenune: OJOBPEHO

Jara: 26.08.2021

JHara: 26.08.2021

Prepared by / Checked by / Approved by: Manager / Executive /
IloarorosaeHo: ITposepeno: _ Ono6peHo: Menejuxep / PXI((_N!O[{HTGJ‘[L\
Pardeep Kumar Himesh Kumar— ) Amit Kumar {\_’,_ )

Reprint Date / Reprint Date / Reprint Date /

JaTa: 26.08.2021

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: miail@dmeddys.com
CIN: L85195AP1984PLC004507

www.drreddys.com




Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS

CEPTUDUKAT AHAJIU3A

Page2 of 5/Crp.2 35

Product/ Kctorol gel for external use 2 %

IMpoaykT Ketopoa®, resib i Hapy)KHOTO mpuUMeHeHus 2 %o

Batch No / 1 V210792 Batch Quantity / < 24085 units /
Cepus Ne Pa3mep cepun 24085 equuun
Analytical Report No / : 890001534725 Date of Analysis / : 26.07.2021

| AHATUTHYECKHil oTYeT No Hata ananusa

Date of Manufacture / : July.2021 Date of Expiry / : Jun.2023
JlaTa npou3BOACTBA Topen a0 (BKIL.)

Analysis performed according to ND / Anaaus nposenen no HJI: JITI-001080-180417 (amend Ne 1 from
24.12.2018 / usm. Ne 1 ot 24.12.2018, amend Ne 2 from 11.03.2020 / u3m. Ne 2 ot 11.03.2020)

Ne Test / IlokasaTesib

- 2b

Sodium methyl parahydroxy-
benzoate and sodium propyl
parahydroxybenzoate /
MeTuanapariapokciubeH3oaT
HATPUA U NPOIUIIAPATHIPOKCH-
6eH30aT HATPUA

3 | Average fill weight / Macca
COIEPIKUMOr0 YIIAKOBKH

4 | pH of aqueous suspension /
pH BoaHoii cycnensnn

5 | Viscosity / BsizkocTn

Result / PesynabTaThl

Specification / Hopma

Complies as prescribed /
CooTBETCTBYET

30.6g/30.6T

| Not less than 30.0 g / He menee 30,0

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 /
BpemeHa  y@epKUBaHHA ~ OCHOBHBIX
[TMKOB Ha XPOMAaTOrpaMMe HCIIBITYEMOTO
pacTBOopa AOKHBI  COOTBETCTBOBATH
BpEMEHaM  YIEPXKMBaHUS  OCHOBHBIX
[IMKOB HAa XpoMaTorpaMme pacTBopa |
CTaHOApPTHBIX o6pasLoB
MeTIInaparnJpokcuoeH3oaTa "
npomInaparuapokcubensoara.

6.8

6.449 poise / 6.449 myas ]

6.0-78/0t16,0 1078

' Between 5 and 12 poise /
Ot 5 o 12 myas

6 Related substances / PoacTrBeHHbIE COeAUHEHUS

Ketorolac 1-keto analogue /
1-KeToaHaIor KETOpoJiaKa

Ketorolac 1-hydroxy analogue /
1-TUApOKCHAHAIOT KETOpOJIaKa

Less than LOQ (0.020%)

BDL (Disregard Area 2541)

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

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

Remarks : The Product conforms to ND /
Mpumeyanue: IIpoaykT cooTBeTcTBYET TpeOoBanMsIM HJI

Conclusion : APPROVED /
Zaxauyenune: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager / Executive /
[ToaroToBneHo: ITposepeHo: /‘)’/ - | Onobpeno: Menemxkep / Pykogoantenn
K Qﬁq i At : i ;
Pardeep Kumar — Himesh Kumar Amit Kumar i%f 3

Reprint Date / Reprint Date / Reprint Date / g
Jara: 26.08.2021 JHara: 26.08.2021 Iara: 26.08.2021

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, A P, India
Tel: 91 40 4900 2900, Fax. 91 40 4500 2999, Euwail: niail@drreddys.com

CIN: L85195AP1984PLC0045G7
www.drreddys.coni




Dr.Reddy’s ":'

CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIU3A

Page3 of 5/Ctp.3m35

Product / Ketorol gel for external use 2 %

IIpoayxr KeTtopon®, renp ajis HapykHoro iipumenenns 2 %

Batch No/ 1 V210792 Batch Quantity / : 24085 units /
Cepun Ne Pasmep cepun 24085 enunu
Analytical Report No / : 890001534725 Date of Analysis / : 26.07.2021
AHaIUTHYECKHI 0TUeT No JlaTa ananuza

Date of Manufacture / ¢ July.2021 Date of Expiry / : Jun.2023
JlaTa npou3BojicTBa T'ogen a0 (BKJ1.)

Analysis performed according to ND / Anasnns nposeaen no HJI: JIIT-001080-180417 (amend Ne 1 from
24.12.2018 / u3m. Ne 1 ot 24.12.2018, amend Ne 2 from 11.03.2020 / u3m. Ne 2 ot 11.03.2020)

Ne Test / Iloka3aTeib

Result / PesyabTaTbl

T
Specification / Hopma

Any single unidentified
impurity/ EnuHudHas
HenaeHTHOHULHPOBaHHAL
NIpEMeECh

Total impurities / Cymma
npumecei

Less than LOQ (0.025%)

Less than LOQ

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

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

7 | Microbial limits / MukxpoGuoJiorn4eckas 44cToTa

U JIPOMNOKEBBIX H
JIECHEBBIX TPHOOB

(cymmapHO)

a) Total aerobic bacteria
count and total combined
yeast and moulds / O6uiee
4HCIIO a3POOHBIX GakTepui

b) Staphylococcus aureus

¢) Pseudomonas aeruginosa

Ethanol / DTanon

8 | Assay/ KonnuecTBeHROE onpenesieHue;

[ <10 CFU/g /
<10 KOE/r

Absent / OTcyTCTBYET
Absent / OTCyTCTBYET

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

Absentin 1 g/ OtcyrcTBYeT B IT

Absent in 1 g/ OTCyTCTBY€T B 1T

[ 99.7 %

NLT 85% and NMT 115% of the
labeled amount of C,HsO (ethanol) /
Or 85 mo 115% or 3agBIEHHOrO
konnuectsa C,HgO (3TanOoN)

Remarks : The Product conforms to ND /
[pumeuanne: poaykT cooTBeTcTBYET TpeGoBanusam HJT

Conclusion : APPROVED /
Jakawuenne: ONOBPEHO

Prepared by /
HoarotoeneHo:
Pardeep Kumar

-

Checked by /

ITposepeHo: =
Himesh Ku@a_r_)l_/—ﬂ—""‘__’

Approved by: Manager / Executive /
OnobpeHo: Mernemxep / Pywppoautein

Amit Kumar /)(,/’ ==
¥ . ‘/

Reprint Date /
Jata: 26.08.2021

Reprint Date /
Jara: 26.08.2021

Reprint Date /
JaTa: 26.08.2021

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, A P, India
Tel: 91 40 4900 2560, Fax. 91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLC004507

www.drreddys.coni




Dr.Reddy’s ":.

CERTIFICATE OF ANALYSIS
CEPTUDUKAT AHAJIU3A

Page4 of 5/ Ctp.4m35

Product / Ketorol gel for external use 2 %

IMpoaykTt KeTtopoa®, reib Ajisi Hapy>KHOTO IpUMeHeHHs 2 Yo N
Batch No / 1 V210792 Batch Quantity / : 24085 units /

Cepun Ne Pasmep cepun 24085 equnun
Analytical Report No / 1 890001534725 Date of Analysis / ¢ 26.07.2021
Ananntudeckuii oTuet Ne JlaTa anau3a

Date of Manufacture / : July.2021 Date of Expiry / : Jun.2023

JlaTa 1npousBoacTBa I'ogen ao (BKJL.)

Analysis performed according to ND / Ananus nposeaen no HJI: JI[1-001080-180417 (amend Ne 1 from

24.12.2018 / u3m. Ne 1 ot 24.12.2018, amend Ne 2 from 11.03.2020 / u3m. Ne 2 ot 11.03.2020)

Ne Test / [lokazaTean Result / Pe3yabTaTh! Specification / Hopma
Dimethyl sulfoxide / 99.1 % NLT 90 % and NMT 110% of the
JumeTuncynbhokcH labeled amount of CyHeOS (dimethyl

sulphoxide) / Ot 90 ngo 110% or
zagenendoro  komumuectBa  CHqOS
(numeTucynbHOKCHI)
Sodium methyl parahydroxy- 97.6 % NLT 90% and NMT 110% of the|
benzoate / MeTinnapa- labeled amount of CgH;NaQOs3 (sodium
ruApokcUGeH30aT HaTpHs methyl parahydroxybenzoate) / Ot 90 mo
110 % oT 3asABICHHOIO KOJIHM4ECTBA
CsH7NaOs (MeTWInaparupoKcu-
GeH30aT HATpHA)
Sodium propyl parahydroxy- , 100.1 % NLT 90% and NMT 110% of the
benzoate / [Iponunmnapa- labeled amount of CjoH;;NaOs (sodium
rUAPOKCUOEH30aT HATPHA propyl parahydroxybenzoate) / Ot 90 no
'110% oT 3adBJEHHOTO KOJHMYeCcTBa
CioH1NaO3 (npornuiInaparuapoKCcH-
OeH30aT HAaTpus)
Ketorolac tromethamine / 100.4 % NLT 90 % and NMT 110 % of the
KeToponaka TpoMETaM1H labeled amount of C1oH24N206
(Ketorolac tromethamine) / OT 90 mo
110 % oT 3asBJAEHHOrO KOJIM4YECTBA

C19H24N,06 (KeTOpOIaKA TPOMETAMHH)

Remarks : The Product conforms to ND /
Ipumeuanue: IIpoaykT cooTBETCTBYET TpeGoBaHusiM H /L

Conclusion : APPROVED /
3axmwouenue: OMOBPEHO

JHata: 26.08.2021 Jara: 26.08.2021

Prepared by / Checked by / Approved by: Manager / Executive /
[ToaroTrosneHo: \L/ IIpoBepeHo: Ounobpeno: Menemxep / Pyjosouress
Pardeep Kumar == Himesh KM Amit Kumar {&1/ =

g
Reprint Date / Reprint Date / Reprint Date /

Hara: 26.08.2021

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

Tel: 91 40 4900 2500, Fax: 91 40 4966 2999,

Ewail: mail@drreddys.com

CIN: L85195AP1984PLC004507

www.drreddys.con

1




Dr.Reddy’s Q3¢

CERTIFICATE OF ANALYSIS

CEPTUO®UKAT AHAJIM3A
Page Sof 5/ Cyp.5m3$§

Product / Ketorol gel for external use 2 %
Ipoaykr Ketopon®, resib st HApYKHOTO IIPUMEHEHHUA 2 %o
Batch No / 1 V210792 Batch Quantity / : 24085 units /
Cepnusi Ne Paszmep cepun 24085 eguHuI
Analytical Report No / : 890001534725 Date of Analysis / : 26.07.2021
Ananurnueckuii oTuet Ne JlaTa aHanu3sa
Date of Manufacture / : July.2021 Date of Expiry / : Jun.2023
JlaTa npou3BOACTBA Tomen 50 (BKJL.)
Analysis performed according to ND / Auasius nposeaen o HJI: JII1-001080-180417 (amend Ne 1 from
24.12.2018 / uam. Ne 1 ot 24.12.2018, amend Ne 2 from 11.03.2020 / u3m. Ne 2 ot 11.03.2020)

Ne Test / [Toka3aTesb

Result / PesyabTaTsl

9 | Package/ Ynakoeka

10 | Labeling / Mapkuposia

11 |Storage conditions /

XpaHeHue

12 | Shelf life / Cpok roaHocTH

equipped  with  tamper-evident
membrane. Each tube and a patient
information leaflet in a carton. / Ilo
30 r B TY0Yy U3 JNAMHUHUPOBAHHOTO
ANOMHHNS, CHa0XEHHYIO
MeMOpaHOH Ul KOHTPONS IEPBOIo
BekphiTHA. Kaxayto TyOy BMecTe ¢
UHCTPYKIHEH 10 NpPUMEHEHHIO B
Nauky KapTOHHYIO.

Complies as prescribed /
CooTtBeTcTBYET TPEOOBAHHAM

Below 25 °C. Do not freeze. /

Specification / Hopma

30 g in a laminated aluminum tube |30 g or 50 g in a laminated aluminum
tube equipped with
membrane. Each tube and a patient
information leaflet in a carton. / ITo 30 r
wii 50 r B TY0Y U3 JTaMHHUPOBAHHOIO
ATIOMMHYs, CHAGXKEHHYO MeMOpaHoii
IUIS1 KOHTPOJS FEPBOTO BCKPHITHSL.

Kaxmyto Ty6y BMeCTe C HHCTpYKLMEH 1o
MPUMEHEHHIO B TTAYKY KaPTOHHYIO.

tamper-evident

According to ND /
| B cootBercTBum ¢ HIL

[Mpu Temnepatype He Brie 25 °C. He 3aMopakuBats.

|2 years/ 2 rona

Remarks : The Product conforms to ND /
Tpumeuanue: IIponykt cootreTcTByeT TpeboBanuaM HJL

Conclusion :
Zawmodenne: OJJOBPEHO

APPROVED /

Prepared by / Checked by / Approved by: Manager / Executive /
[MoarorosineHo: [IposepeHo: ~—. | Onobpero: MeHemxkep / Pyxosoauresns
Pardeep Kumar mﬁ_—’ Himesh Klu_l\“f;l’/ o Amit Kumar F’ =

Reprint Date / Reprint Date / Reprint Date /

Jara: 26.08.2021 Hara: 26.08.2021 JaTta: 26.08.2021

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, A P, India
Tel: 91 4G 4906 2900, Fax: 91 40 4900 2999, Einail: niail@drreddys.com

CIN: L85195AP1984PLC004507
www.drreddys.cont




