Dr.Reddy’s ‘,‘:'.

CERTIFICATE OF ANALYSIS

CEPTUPUKAT AHAJIM3A

Dr. Reddy's Laboratories Ltd.

Formulation Unit-6
Vill. Khol, Nalagarh Road, Baddi,

Tel : 491 98165 56001-02

Distt. Solanpff, 173 205 DI o 4
1

'Product / Ketorol gel for external use 2 % www.drreddys.com
Mpoaykr Ketopoa®, renb anst HapyxHoro nipimenenus 2 % —
Batch No / 1 V220415 Batch Quantity / : 31,790.000units /
Cepust Ne Pasmep cepun 31,790.000eanumLt
Analytical Report No / : 890001598893 Date of Analysis / 1 29.06.2022
AHaJIUTHYECKMIT oTHeT No JaTa ananu3a
Date of Manufacture / ¢ Jun-2022 Date of Expiry / : May-2024
Jara npoussoncrea INogen a0 (BK1.)
Analysis performed according to ND / Ananus nposenen no HJ: JII1-001080-160621

No ‘ Test / Nokaszatenn Result / Pe3ynbTarsi Specification / Hopma

1 |Description / Onncanue

Homogeneous semi-transparent gel
with characteristic odor /

Onnopoaublii Moaynpo3pauHslit rens OnHoponHbIi Mpo3padHbIi UIH

C XapaxKTepHLIM 3alaxom.

‘ Homogeneous transparent or semi-
transparent gel with characteristic odor /

NOJIyNPO3PauHbIii resib ¢ XapaKkTepHbIM
3araxom.

Identification / Mognmunnocrs
Ketorolac tromethamine / T
‘ Keroponaka tpometamun

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 / Bpewms
YIEPXUBAHWSL QCHOBHOIO MHMKa Ha |
XpOMAaTOTpaMMe UCIIBITYEMOTO PpacTBOpa
JOJDKHO  COOTBETCTBOBAaTh  BPEMEHH
YOEPXHUBAHMA OCHOBHOIO THKa Ha
XpOMaTorpaMme pacTBopa CTaHAapTHOTO
ofpaslia KeToposiaka TpOMETaMHHA

!
2b ‘ Sodium methyl parahydroxy-
benzoate and sodium propyl
parahydroxybenzoate /
| MeTrnnaparuapokcubeH3oaT
‘ HaTpHsi ¥ NPONUINAPArHAPOKCH-
OeH3o0ar HaTpus

Complies as prescribed /
CooTBeTcTBYET

| MMKOB Ha XpOMaTOrpaMMeE UCTIBITYEMOTO

MermnapamupOKcn6eH3oaTa

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  ynepxuBaHHs ~ OCHOBHBIX

pacTBopa  AOMKHBI  COOTBETCTBOBaTh
BPEMEHAM  YOEPXKMUBAHHS  OCHOBHBIX
NUKOB Ha XpOMarorpaMMe pacTBOpa
CTAHAAPTHBIX 06pa3LoB
U

nponnnnapamz[poKcnﬁemoa'ra. |

Remarks : The Product conforms to ND /
Mpumeyanme: MpoaykT coorsercTayeT TpeboBanuam HJT

Conclusion : APPROVED /
3akmrouenue: OJOBPEHO

Prepared by /

IToarorosieHo:

Naresh Kumar é
pie

Checked by /
[Tposepeno:

L

Approved by: Manager / Executive /
OnobpeHo: Menemxkep / PykoBoauTesn

- it K
Amit Kumar R
/

Reprint Date /29.06.2022
Hara:

Reprint Date /29.06.2022
Hara:

Reprint Date /29.06.2022
JHara:

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Cmail: mail@drreddys.cotn

CIN: L85195AP1984PLCO04507
www.drreddys.com




Dr.Reddy’s ‘.’:‘

CERTIFICATE OF ANALYSIS
CEPTUDUHKAT AHAJIHM3A

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

Vill. Khol, Nalagarh Road, Baddi,

Distt. Solan, H.P,,Ii:?étﬁﬂi,{quléTp. 2 u3z 4
— Tel++91.08166 5500102

Product / Ketorol gel for external use 2 % www.drreddys.com
Tpoaykr Ketopon®, resib st HAPVIKHOTO fipiMeHenis 2 %
Batch No / 1 V220415 Batch Quantity / : 31,790.000units /
Cepus No Pasmep cepnn 31,790.000e nuumLL
Analytical Report No / : 890001598893 Date of Analysis / 1 29.06.2022
AHanuTnyeckuii oryer Ne JdaTta ananusza
Date of Manufacture / : Jun-2022 Date of Expiry / : May-2024

IoaeH no (Bkn.)

JlaTa npoussoacrea

Analysis performed according to ND / Auanus nposenen no HJI: JITI-001080-160621

Specification / Hopma

Ne Test / IlokazaTenn Result / PesyabtaTnbl
3 'Average fill weight / Macca 30.5g/305r In according to Rus. Ph..Not less than
COAEPKNUMOro YNAKOBKHU 300 g / B coorBeTcTBHM €
TpeboBanuamu I'd PO, He menee 30,01
4 .pH of aqueous suspension / 6.9 16.0-7.8/0T 6,0 no 7,8 N
pH BoaHo#i cycniensum
S | Viscosity / Bsskoctb 6.862 poise / 6.862 myas Between 5 and 12 poise/ o
| Ot 5 o 12 myas
6 | Related substances / PojcTBennble coeqnuenus

Ketorolac 1-keto analogue / 0.03%

1-KeToaHanor KeToposaka
Ketorolac 1-hydroxy analogue / | Below LOQ (LOQ = 0.020%

1-ruApoOKCHaHAIOr KeTopoNaka
(ITKO =0.020 %)

Any single unidentified 0.03%
impurity/ Enuauaunas

HeMIeHTHGUUHpOBAHHAs

npuMech

Total impurities / Cymma 0.1%

npuMeceit

npeaena KOJIn4YECTBEHHOI o Onpenc/icCHus

| Not more than 1.0 % /He Goxee 1,0 %

)/ Hwxe | 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 /
Mpuveyanue: IMpoaykT cooTercTryeT Tpeboranusam HJT

Conclusion : APPROVED /
3axnwyenue: OJIOEPEHO

Prepared by / Checked by / Approved by: Manager / Executive /
Ioaroroeneno:; IlposepeHno: Onobpeno: Meunemxkep / Pykosoautens
Naresh Kumar @ HimesW:Amit Kumar A

— 6 p <
Reprint Date /29.06.2022 Reprint Date /29.06.2022 Reprint Date /29.06.2022
Harta: Hara: JHara:

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
CIN: L85195AP1984PLC0O04507
www.drreddys.com

: mail@drreddys.com




Dr.Reddy’s Q,’:'.

CERTIFICATE OF ANALYSIS

CEPTUD®UKAT AHAJIM3A

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

Vill. Khol, Nalagarh Road, Baddi,

Distt. Solan, H.P.,HJ@Z@@fINLD@Tp. 334

Teh—+54-98166-56001-02

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

Mponykr Keropoa®, renb ans HapyaHoro npumenenms 2 %

Batch No / 1 V220415 Batch Quantity / ¢ 31,790.000units /
Cepus No Pazmep cepun 31,790.000ennHmL
Analytical Report No / : 890001598893 Date of Analysis / 1 29.06.2022
AHaJIuTHYeCKHIT oTueT Ne Jlara ananusa

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

Jara npoussoacrea I"onen no (BKJ1.)

Analysis performed according to ND / Anaaus nposenen no HJ1: JITI-001080-160621

Should absent in 1 g/ OrcyrcrBue B 1r

| Should absent in 1 g/ OtcyTcTBHE B 1T

7 | Microbial limits / MukpoGuosiornyeckasn 4yucrora
Total aerobic microbial
count / O61uee yucio 10 CFU/g / Not more than 100 CFU/g /
a3POOHBIX 10 KOE/r He 6onee 100 KOE/r
MHKPOOPTaHN3MOB
Total combined yeast and molds | Less than 10 CFU/g / Not more than 10 CFU/g /
count / O61iee YucIo ' Menee 10 KOE/r He 6onee 10 KOE/r
NPONIKERBIX U MIECHEBbIX
rpubor
Staphylococcus aureus Absent in 1 g/ OtcyTtcTByeT B 11
Pseudomonas aeruginosa Absent in 1 g/ OtcytcTBYyer B 1r
8 | Assay/KonuuecTeeHHoe onpenenenue:

 Ethanol / DraHon

98.9%

INLT 85% and NMT 115% of the
labeled amount of CoH¢O (ethanol) /
Or 85 mo 115% ot 3asBIeHHOrO
konnuectsa CoHeO (3Tanon)

Enethyl sulfoxide /
JduMeTuncynshokcun

100.7%

[NLT 90% and NMT 110% of the
labeled amount of C,HgOS (dimethyl
sulphoxide) / Ot 90 mo 110% or
3asBjieHHoro  konudectea  C,HgOS
(aumermcynsdokcu)

Sodium methyl parahydroxy-
benzoate / MeTunnapa-
THAPOKCHOEH30aT HAaTPHUs

100.5%

NLT 90% and NMT 110% of the
labeled amount of CsH;NaQ; (sodium
methyl parahydroxybenzoate) / Ot 90 no
110 % oT 3aABIEHHOIO KOJIUYECTBA
CsH7NaO; (MeTunnaparuApoKcH-
GeH3oat HaTpHst)

Remarks : The Product conforms to ND /

Ipumeyanue: [Mponykr coorsercTByeT TpeGoranuam HJI

Conclusion : APPROVED /
3akmoueune: OJOEPEHO

Prepared by / Checked by / Approved by: Manager / Executive /
Ioarororneno: [Tposepeno: Onobpero: MeHeukep / Pykosoautens
Naresh Kumar @ Himesh M’ Amit Kumar :

Y \ o
Reprint Date /29.06.2022 Reprint Date /29.06.2022 Reprint Date /29.06.2022
Hara: Hara: Hara:

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




Dr.Reddy’s Q;‘

CERTIFICATE OF ANALYSIS
CEPTUDUKAT AHAJIM3A

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

Vill. Khol, Nalagarh Road, Baddi,

Distt. Solan, H. PP@wafIMDtATp 4u3 4

Tl"l Lﬂ! nD‘I:’&" Connl 02

TOO JOUULU —3

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

IpoaykT Ketopon®, renb ajis HapyKHOTO NpHMEHeRHs 2 %o

Batch No / 1 V220415 Batch Quantity / : 31,790.000units /
Cepus No Pa3zmep cepuu 31,790.000eamuny
Analytical Report No / : 890001598893 Date of Analysis / 1 29.06.2022

| AHAJTUTHYECKHH oTueT No JaTa anannza

Date of Manufacture / ¢ Jun-2022 Date of Expiry / : May-2024

JlaTa npou3BoACTBA TloneH 10 (BKJL.)

Analysis performed according to ND / Ananus nposeaen no HJI: JIN-001080-160621

| Sodium propyl parahydroxy- 97.2% NLT 90% and NMT 110% of the|
benzoate / [Tponunnapa- labeled amount of CipH;NaOs (sodium
rUAPOKCHOEH30aT HATPUS propyl parahydroxybenzoate) / Ot 90 no
110% oT 3asBIEHHOIO KOJWYecTBa
CjoH11NaO; (mponunnaparuapoKCH-
OeH30aT HaTpHA)
Ketorolac tromethamine / 101.3% NLT 90 % and NMT 110 % of the

KeTtoponaka TpoMeTaMuH

9 | Package/VYna KOBKa

labeled amount of C9H24N>0O¢
(Ketorolac tromethamine) / Ot 90 no
110 % oT 3asBJICHHOTO KOJIUYECTBA
C19H24N>Og (keTOpONaKka TpOMETAMUH)

30 g in a laminated aluminum tube
'equipped  with  tamper-evident
membrane. Each tube and a patient
information leaflet in a carton. / ITo
30 r B TYOy W3 JAMHHHUPOBAHHOTO
ATFOMHHUA, CHabXEHHYIO
MeMOpaHOil Ansl KOHTPOJsL MEPBOTO
BCKpbiTUs. Kaxnyo Tyby BMecTe ¢
UHCTPYKUMEH 1O NPUMEHEHUIO 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. / TTo 30 r |
wik 50 r B TyOy U3 TaMHHUPOBAHHOIO
aTIOMUHNA, CHAOXEHHYI0 MeMOpaHoii |
JJIs1 KOHTPOJIS MEPBOTO BCKPHITUL. '
Kaxmyro Ty6y BMECTe ¢ HHCTpYKLIMEH 1o
NPUMEHEHHUIO B [Ia4Ky KapTOHHYIO.

Complies as prescribed /
CooTBeTCTBYET TpeOOBAHUAM

| According to ND /

B cootercTBuu ¢ H]L

Below 25 °C. Do not freeze. /

ITpu Temneparype He Bollie 25 °C. He 3aMOpaXXuBaTh.

10 | Labeling / Mapkuposka
11 |Storage conditions /
XpaneHue
12 | Shelf life / Cpox roaHocTH

2 years / 2 rona

Remarks : The Product conforms to ND /
Ipumevanne: ITpoaykT cooTBeTcTBYET TpeboBanusm HJL

Conclusion : APPROVED /
3akaoyenne: ONNOBPEHO

Prepared by /
IToArOoTOBJICHO:

Naresh Kumar !
a3
= -

Checked by /
IIpoBepeHo:
Himesh Kumar | =

Approved by: Manager / Executive /
OnobpeHo: Menemxkep / PykoBoauTens

~=Amit Kumar .
o AT/» ho

VS

Reprint Date /29.06.2022
Hara:

Reprint Date /29.06.2022
Jara:

Reprint Date /29.06.2022
Harta:

Registered Office: 8-2-337, Road No. 3, Banjara Hil's, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLC0O04507
www.drreddys.com




