Dr.Reddy’s ":'. c

Dr. Reddy's Laboratories Ltd.
ERTIFICATE OF ANALYSIS Formulation Unit-6

CEPTUOUKAT AHAJIU3A Vill. Khol, Nalagarh Road, Baddi,

Distt. Solan, H.P., 173 205, INDIA

Tel : +of 883 de0ebof by 113 4

Product/ : Ketorol gel for external use 2 % - www.drreddys.com W
Mpoaykr Keropon®, rensb 108 Hapy#HOro npimeneHus 2 % |
Batch No / 1 V220478 Batch Quantity / : 31,902.000units /
Cepus No Pa3mep cepnu 31,902.000en1um1y
Analytical Report No / : 890001601596 Date of Analysis / : 15.07.2022

AHajquTUuuecKui oTuet Ne

JlaTra aHanu3za

Date of Manufacture / ¢ Jul-2022
JlaTa npoM3BOAcTBA

Date of Expiry / : Jun-2024
Togen no (BKJL.)

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

1

Ne Test / IMoxa3aTennb

Description / Onucanue IHomogeneous semi-transparent gel | Homogeneous transparent or semi-
with characteristic odor /
' OnHOPOAHbBI MOTYNpo3payHblii rens | OAHOPOAHBIH Npo3paqHbli UK
| € XapaKTEPHbIM 3allaXxoM.

2 |Identification / IlopiMunocTL
2a | Ketorolac tromethamine /

Result / PesyabTaThl Specification / Hopma

transparent gel with characteristic odor /

| Monmynpo3pauHblii refib ¢ XapaKTepHbIM

Keroposaka TpoMeTaMiH

| | 3aMaxoM.
Complies as prescribed / The retention time of the main peak in the
CooTBercTByeT chromatogram of the sample preparation

corresponds to that in the chromatogram
of the standard preparation of ketorolac
tromethamine under assay / Bpewms
yIOEep)KHBaHMA OCHOBHOIO TIHKa Ha
XpOMAaTOrpaMMe UCTbITYEMOro PpacTBopa
JOJDKHO  COOTBETCTBOBAaTH  BPEMEHM
YIOEpXXHBaHHA OCHOBHOIO IIMKa Ha
XpoMaTorpaMme pacTBOpa CTaHIapTHOIO
obpa3ua KeTopoJaka TpOMeTaMHHa

2b | Sodium methyl parahydroxy-

benzoate and sodium propyl
parahydroxybenzoate /
MeTunnaparnpokcuoeH3oaT
HATPHS ¥ TPOTUIIIIAPAr IPOKCH-
6en3oatr HaTpuA

Complies as prescribed / The retention time of the sodium methyl |
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 / |
Bpemena  yiepkuBaHMA ~ OCHOBHBIX |
MUKOB Ha XpOMAaTOrpaMMe UCTIBITYEMOTO
pacTtBopa  AOJDKHBI COOTBGTCTBOBaTb‘
| BpeMeHaM  yOepuBaHHS  OCHOBHBIX |
NUKOB Ha XpoMmarorpaMMme pacTBOpa
CTaHJapTHBIX 06pa3LoB |
MeTHnaparuapokcutensoara |
nponmMinaparuapoKcubeH30ara. |

]

Remarks : The Product conforms to ND /

IMpumeuanne: [TpoaykT cooTBeTcTBYET TpeboBanusM HJI

Conclusion : APPROVED /
Jaxknwuenune: OJOBPEHO

Prepared by / Checked by / Approved by: Manager / Executive /
[Moaproroeneno: IIpoBepeHo: OnobpeHo: Menemkep / PykoBoauTens
Ramakant Pardeep Kumar i Amit Kumar ) N

— { _—
Reprint Date /15.07.2022 Reprint Date /15.07.2022 Reprint Date /15.07.2022
Jara: JHara: 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
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'Product / Ketorol gel for external use 2 % www.drreddys.com
[MpoayxT KeTtopon®, rens ans HapyAHoro npimeHesus 2 %

Batch No / 1 V220478 Batch Quantity / : 31,902.000units /
Cepusa No Pasmep cepuu 31,902.000eamnniy
Analytical Report No / : 890001601596 Date of Analysis / 15.07.2022
AHanuTnyeckuif oryet Ne Jara aHanusa

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

JaTta npon3BoacTBa I'ogen no (BK1.)

Analysis performed according to ND / Anaau3 nposeged mo HJ1: JITTI-001080-160621

Ne Test / [TokazaTenb

3 | Average fill weight / Macca
CO/IEPKUMOTO YIAKOBKH

4 | pH of aqueous suspension /
pH BoaHoili cycnensnu

5 ﬁsgosity / BA3kocTb

6 |Related substances / PoacTBeHH

Result / PesysibTaThl
304 ¢g/304r

6.9
6.636 poise / 6.636 nyas

bl€ COeIHHEHHUSA

Specification / Hopma

In according to Rus. Ph.Not less than
300 g / B cooTBeTcTBUM C
TpeboBaHusmin 'O PO. He menee 30,0 r

6.0-78/016,0007,8

Between 5 and 12 poise /
Ot 5 no 12 nya3

Ketorolac 1-keto analogue /
1-keToaHaNor KeTopoJaKa

l—mz[poxcnaﬂanor KE€TOpoNiaKa

Any single unidentified
impurity/ EnunnuHas
HenIeHTHOUIIHPOBAHHAS
npuMech

Total impurities / Cymma
npuMecen

0.04%

Ketorolac 1-hydroxy analogue / | Less than LOQ (LOQ = 0.020%) / Hike

npeaeciia KOJIMYECTBEHHOIO ONPEACICHNAA
(TTKO =0.020 %)

0.03%

0.1%

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

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

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

Not more than 3.0 % / He 6o1ee 3,0 %

Remarks : The Product conforms to ND /

IIpumeuanne: Hpoaykr coorBercTByeT TpeboBanmsaM HJ{

Conclusion : APPROVED /
3akawuenue: OJOBPEHO

Prepared by / Checked by / Approved by: Manager / Executive /
[ToaroToBAeHO: ITpoBepeHo: Onobpeno: Menemxep / Pykosoautenb
Ramakant Pardeep Kumar Amit Kumar l’ e
Reprint Date /15.07.2022 Reprint Date /15.07.2022 Reprint Date /15.07.2022

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
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CERTIFICATE OF ANALYSIS

CEPTU®HUKAT AHAJIM3A

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

Vill. Khol, Nalagarh Road, Baddji,
Distt. Solan, H.P,, 173 205, INDIA
Tel : +oR 3B 8@ Addt T 3 113 4
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Product / Ketorol gel for external use 2 %

Npoaykt  KeTopoa®, refib 1A HApYKHOTO NpHMeHEHNS 2 Yo

Batch No / 1 V220478 Batch Quantity / : 31,902.000units / o
Cepust Ne Pa3mep cepun 31,902.0006_&14HML1
Analytical Report No / : 890001601596 Date of Analysis / 15.07.2022
AHanUTHYeCKUi oTueT No Jata ananuza

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

JlaTa npou3BoacTBa Toagen g0 (BxJ1.)

Analysis performed according to ND / Anaans nposeaed no HJ: JIT1-001080-160621

benzoate / Metunnapa-
THAPOKCHOEH30aT HATPHUs

7 | Microbial limits / Mukpo6uosioruyeckas Y4ucTora
Total aerobic microbial |
count / O011ee YUCITO Less than 10 CFU/g / | Not more than 100 CFU/g /
a3po6HLIX Meunee 10 KOE/r He 6onee 100 KOE/r
MUKpPOOPTaHU3MOB
Total combined yeast and molds | Less than 10 CFU/g/ |Not more than 10 CFU/g /
count/ O6uee yucno | Menee 10 KOE/r He 6onee 10 KOE/r
NPOMOKEBLIX U NJIECHEBBIX ' '
rpubos
Staphylococcus aureus Absent in 1 g/ OtcyTcTBYET B 1T Should absent in 1 g/ OTcyTcTBue B 1r
Pseudomonas aeruginosa Absent in 1 g/ OTcyTcTByeT B IT Should absent in 1 g/ OrcyrcTBHe B 1T
8 | Assay / KonnuyecTBeHHOE onpenesieHue: a -
‘Ethanol / Dtanon 99.1% NLT 85% and NMT 115% of the
labeled amount of C:HgO (ethanol) /
Or 85 nmo 115% or 3asdBJICHHOIO
konuuectsa C2HgO (3Tanomn)
Dimethyl sulfoxide / 101.6% NLT 90% and NMT 110% of the
HNumetuncynbdorcusn labeled amount of CyH¢OS (dimethyl
sulphoxide) / Ot 90 mo 110% ot
3aspiienHoro  konudectBa  C2HOS
| (muMeTuncynbHoKcum)
Sodium methyl parahydroxy- 104.0% NLT 90% and NMT 110% of the

labeled amount of CgH;NaO; (sodium
methyl parahydroxybenzoate) / Ot 90 no
110 % oT 3asBJIECHHOTO KOJWYECTBA
CsH7NaO; (MeTunnNaparuApoKCH-
| 6ensoar HaTpus)

Remarks : The Product conforms to ND /
ITpumeuanue: [TpogyKT cOOTBETCTBYET TpebosanmsIM H/L

Conclusion : APPROVED /
Jaxkmouenue: OJOBPEHO

Prepared by / Checked by / Approved by: Manager / Executive /
[MoaroropneHo: [TposepeHoO: s OnobpeHo: Menemkep / PykoBoauTens
Ramakant ' Pardeep Kumar = Amit K 5
amakan W} P \’\ll umar [I o
) —
Reprint Date /15.07.2022 Reprint Date /15.07.2022 Reprint Date /15.07.2022
Hara: Hara: Hara:
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Dr.Reddy’s ":'

CERTIFICATE OF ANALYSIS
CEPTUDPUKAT AHAJIU3A

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

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

Tel : +9!-,§%‘ié6"£6lo/0&;ﬂ} 43 4

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

NMpoaykr Keropon®), refib A4st HAPY/KHOTO NpUMEHEHs 2 % -

Batch No / 1 V220478 Batch Quantity / ¢ 31,902.000units /
Cepnua Ne Pa3mep cepun 31,902.000eaumnsin
Analytical Report No / : 890001601596 Date of Analysis / 15.07.2022
AnajuTu4decknii oTyeT Ne HdaTta ananusa

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

JlaTa npon3BoACTBA I'open a0 (BkJ1.)

Analysis performed according to ND / Anaiu3 nposeaes no HA: JII1-001080-160621

| Sodium propyl parahydroxy- 100.8% NLT 90% and NMT 110% of the
benzoate / [Iponunnapa- labeled amount of C1oH11NaO3 (sodium
ruapokcubeH3oatT HaTpus propyl parahydroxybenzoate) / Ot 90 no
110 % oT 3asfBNEHHOrO KOJIMYECTBA
CioH1NaO3 (nponunnaparugpoKcH-
OeH30aT HATpHA)
| Ketorolac tromethamine / 101.3% NLT 90 % and NMT 110 % of the

KeToponaka TpOMETaMHH

labeled amount of C19H24N20s
{Ketorolac tromethamine) / Ot 90 no
110 % OT 3a4BNEHHOTO KOJIUYECTBA
C19H24N>O¢ (keTOpONaKa TpOMETaMKH)

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. / ITo
30 r B Ty0y M3 JIaMHHUPOBAHHOI'O
ATIOMHUHMA, cHaOXKEeHHYIO
MeMOpaHOM I KOHTPOJIA HepBOro
BckpoiTis. Kaxmyro TyOy BmecTe ¢
HHCTPYKLHe} IO NPUMEHEHHIO B
nauky KapTOHHYIO.

30 g or 50 g in a laminated aluminum
tube equipped with tamper—evidentI
membrane. Each tube and a patient|
information leaflet in a carton. / [To 30 r
win 50 r B TYOy U3 NaMHHUPOBAHHOIO
AMOMMHKA, CHAOXEHHYI0 MeMOpaHo#
JUISL KOHTPOJIS TIEPBOTO BCKPBITHSL.

Kaxxayio Ty0y BMecTe ¢ HHCTPYKLIMEH 1O
NpYMeHEHUIO B MAaYKy KapTOHHYIO.

10 |Labeling / MapkupoBka ‘Complies as prescribed / According to ND /
CooTBeTCTBYET TpeOOBaHUAM B cootsercTBru ¢ HJL
11 |Storage conditions / Below 25 °C. Do not freeze. / a

XpaHeHue

[Ipu Temneparype He Bbille 25 °C. He 3aMopaxuBaTh.

12 | Shelf life / Cpok roanoctu

|2 years /2 roma

Remarks : The Product conforms to ND /
Ipumeuanne: [TpoxykT cooTBeTcTRYET TpeboBanuam HJI

Conclusion : APPROVED /
3akawuenne: OJOBPEHO

Prepared by /

IloaroroBneno:
Ramakant

Checked by /
[Iposepeno:

Pardeep Kumar L/
O

Approved by: Manager / Executive /
Onobpeno: Menemxkep / PykoBoauTeb
Amit Kumar

A —

Reprint Date /15.07.2022
JlaTa:

Reprint Date /15.07.2022
Hara:

Reprint Date /15.07.2022
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, Email: mail@drreddys.com
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