Dr.Reddy’s Q;‘

CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories Ltd.

Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
Tel : +91 98166 56001-02

CEPTUO®UKAT AHAJIU3A

www.drreddys.com

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
IIpoaykr: Keropon® Dkcnpecc (keToponak) TableTku, AUCOeprupyeMble B 110J0CTH pra, 10 Mr

Batch No / 1 V2301948 Batch Quantity / : 3600000 tab /
Cepus Ne O6bem cepuu 3600000 Tab
Analytical Report No / : 890001693441 Date of Analysis / : 11.10.2023
AHANATHYECKHI oT4eT Ne Jata anayusa

Date of Manufacture / : 09/2023 Date of Expiry / : 08/2025
JaTa npousBoJcTBa T'open go

Analysis performed according ND / Ananm3 nposenen o H/L:
JII-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / u3menenne Nel or

27.12.2021, uamenenue Ne2 ot 11.11.2022)

Pagel of 8/ Crp. 1 n3 8

V®-cnextpodoroMerpus

i_g Test / Iloka3aTenb Results / Pe3ynpTaThl Specification / Hopma
1 Description / Onncauue Light yellow round flat beveled | Light yellow round flat beveled tablets
tablets with "|" debossed on one | with "|" debossed on one side. /
side. / Kpyraele, mmiockue | Kpyribie, mnockue TabneTku ¢ dpackoi,
Tabnetkn ¢ ackoif, CBETIO- | CBETIO-XKEITOro LBeTa C I'PABHPOBKOH
XKEJITOTO LBETa C TPaBUPOBKOH | «l» Ha OJHOM CTOpOHE.
«» Ha OZIHOM CTOpPOHE.
2 Identification / [lognuHHOCTB
Ketorolac / Kemoponak
a) Byuv/ Complies / CooTBeTCTBYET UV spectra of the test solution and

ketorolac  tromethamine  standard
solution should have peaks at the same
wavelength (+ 2 nm). / Y®-crnekrpsl
TIOTJIOIIEHHUS UCTIBITYEMOIO PacTBoOpa U
pactBopa  cTaHmapTHOro  obpasua
KeTOpONaka TpOMETaMHHAa JOJDKHBI
HMMETb MAaKCUMYMBI IIPH OJJHOM U TOM e
JUIMHE BOJHBI (£ 2 HM).

Remarks: The Product conforms to ND/

[Tpumeuanue: IlpoaykT cooTBeTcTBYeT TpeGoanusam HJI

Conclusion: APPROVED /
3axmouenne: OJJOBPEHO

Prepared by /
[Toarorosneno: Rama kant

Checked by /
IIpoeepeHo: Pardeep Kumar

Approved by: Manager/Executive /

OnobpeHo: Menemkep / PykoBonurens
Abhishek Chauhan | \
\

Qi
Reprint Date /

Jara: 29.12.2023

Reprint Date /
JHara: 29.12.2023

|
Reprint Date / -
Hara: 29.12.2023
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Dr.Reddy’s ‘,‘:‘

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

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

CERTIFICATE OF ANALYSIS  Tel:+9198166 56001-02
CEPTUO®UKAT AHAJIU3A www.drreddys.com

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
IIpoaykr: Ketopon® Dkcnpecc (keroposak) TabneTkH, JUCTIeprHpyeMble B TI010CTH pTa, 10 Mr

Batch No/ : V2301948 Batch Quantity / : 3600000 tab /
Cepus Ne O61em cepuu 3600000 Tab
Analytical Report No / : 890001693441 Date of Analysis / : 11.10.2023
AHanuTHYecKHil oTueT No HMata ananusa

Date of Manufacture / : 09/2023 Date of Expiry / : 08/2025
JaTa npon3BOJCTBA I'onen no

Analysis performed according ND / Ananu3s nposeaen no H/I:
JIT1-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / uamenenne Nel ot

27.12.2021, uzmenenne Ne2 or 11.11.2022)

Page2 of 8/ C1p.2 n3 8

No

Test / Iloka3aTean
Ne

Results / Pe3ynbTatsl

Specification / Hopma

b) By HPLC/BDXX

Complies / CooTBETCTBYET

The retention time of the main peak on
the chromatogram of test solution
should correspond to that on the

chromatogram of ketorolac
tromethamine standard solution (Assay
section). / Bpems yaepxuBaHUs
OCHOBHOTO MHKa Ha XpoMaTorpamme
HCOBITYEMOTO  pacTBopa  AOJDKHO
COOTBETCTBOBATh BpEMEHHU
yIepXKUBAaHHS OCHOBHOTO TIHKa Ha
XpOMaTorpaMme pacTtBopa
cTaHgapTHOro o0pa3na KeTopojaka
TpoMeTaMHHa (pa3men

«KoNHYeCTBEHHOE OTIpENENCHUEY).

Remarks: The Product conforms to ND/

Conclusion: APPROVED /

INpumeuanue: ITpoaykT cooTBeTcTBYeET TpeboBanusam HJI

3akawuyenne: OJJOBPEHO

Prepared by /
IMoxrorosneno: Rama kant

Checked by /
IpoBepeHo: Pardeep Kumar

ed

Approved by: Manager/Executive /
Ono6peHo: Menempkep / PykoBoaurens
Abhishek Chau.dmnlm

Baaacae

dlot
Reptint Date /

Hara: 29.12.2023

Reprint Date /
Hara: 29.12.2023

Reprint Dute / '

Hara: 29.12.2023

CIN: LE5295/4P1S83PLCTISS0
www rreddys.cotn

2034, Telzangann, India
wailedrreddys com




Dr.Reddy’s ":’

CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories Ltd.

Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P.,, 173 205, INDIA
Tel : 491 98166 56001-02

CEPTUOUKAT AHAJIN3A

www.drreddys.com

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykr: Keropon® Dkcnpece (keToposak) TabNeTKH, IMCHEPrUpyeMbIe B IIOJIOCTH pTa, 10 Mr

Batch No / : V2301948 Batch Quantity / : 3600000 tab /
Cepus Ne O6bem cepun 3600000 Tab
Analytical Report No / : 890001693441 Date of Analysis / : 11.10.2023
AHanuTHYECKHI oTyeT Ne JlaTa anaau3za

Date of Manufacture / : 09/2023 Date of Expiry / : 08/2025
Jata npoM3BoACTBA T'onen no

Analysis performed according ND / Anaymmu3 nposeaen mo HJI:
JIT1-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / n3menenne Nel ot
27.12.2021, usmenenue Ne2 ot 11.11.2022)

Page3 of 8/ Ctp.3 u3 8

1;.00 Test / [loka3aTeas Results / Pe3ynbraTsl Specification / Hopma
3 Identification Complies / CooTBeTCTBYET The  retention  times of  2-
Butylhydroxyanisole / butylhydroxyanisole and 3-
IopnuHHOCTH butylhydroxyanisole peaks on the
Oy THArHAPOKCHAHHU30JI chromatogram of the test solution
should correspond by the retention times
to 2-butylhydroxyanisole and 3-
butylhydroxyanisole peaks on the
chromatogram of butylhydroxyanisole
standard solution
("Butylhydroxyanisole content"
section). / BpeMeHa ynepXuBaHUS
NMKOB  2-OyTHIATMOPOKCHAHU30NIA H
3-6yTHITHIPOKCHAHU30J1a Ha
XpoMmaTtorpamme UCTIBITYEMOTO
pacTBOpa HOJDKHBI COOTBETCTBOBATh
BpeMEHaM yIep>KUBaHUA ITIKOB
2-6yTHATHAPOKCUAHU30I1A u
3-6yTHArHIPOKCHAHU301a Ha
XpomarorpaMme pacTBopa
CTaHIAPTHOTO obpazua
OYTHIrHAPOKCHaHU30]1a (pazmen
«Conepxanue
OYTUIATUAPOKCUAHU30JIa»).
4 Average weight / Cpennsis 68.6 mg / 68.6 M 67.2 mg to 72.8 mg (70.0 mg + 4.0 %). /
Macca Ot 67,2 Mr 10 72,8 mr (70,0 Mr+ 4,0 %).

Conclusion: APPROVED /
3aknwuenne: OJOBPEHO
Appiuved by: Managee/Txccutive /

Onobpeno: Menemkep / PykoBonutens
Abhishek Chauhank \

Remarks: The Product conforms to ND/

[Tpumeuanue: Iponykr coorBercTBYeT TpeboBanusaM HJL
Preputed by / Clicuked Ly /
Noaroroeneno: Rama kant IIpoBepeno: Pardeep Kumar

( %w v /U
Reprint Date /

JlaTta: 29.12.2023

-

Reprint Date /
Hara: 29.12.2023

Reprint Date /
Hara: 29.12.2023

I

- 500034, Telanpana, fhidia

arreddys.com

Registeied Coaoe ©-2-337, Rond Mo. 3, Banjara Hills, iiyderab
TT0 L300 D300, Faxe 451 40 4200 2008
CIN: LS5195AP1984PLCROAESTT

wwwLdrreddys.com




Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS

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

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
Tel : 491 98166 56001-02

CEPTUDPUKAT AHAJIN3A

www.drreddys.com

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
ITpoaykr: Keropon® Dkenpece (keToposnak) TabneTkH, JMCHeprupyeMble B II0JIOCTH pTa, 10 mr

Batch No / : V2301948 Batch Quantity / : 3600000 tab /
Cepus Ne O6bem cepuu 3600000 Tab
Analytical Report No / : 890001693441 Date of Analysis / : 11.10.2023
AHaJTuTHYeCKHH oTUeT No JlaTa ananusza

Date of Manufacture / : 09/2023 Date of Expiry / : 08/2025
JlaTa n1poH3BOACTBA T'ogen no

Analysis performed according ND / Ananm3 nposenen no H/L:
JII1-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / nu3menenne Nel ot

27.12.2021, n3menenne Ne2 or 11.11.2022)

Page 4 of 8§/ Crp. 4 m3 8

1}2 Test / IToka3aTenn Results / Pe3ynsTaThl Specification / Hopma
Uniformity of weight / Complies / CooTBEeTCTBYET 18/20 tablets - not more than £ 10 %
OaHOPOAHOCTH MacCChI 2/20 tablets - not more than + 20 % /

18/20 Tabineroxk — He Gomee + 10 %
2/20 TabneTok — He Gomnee £ 20 %
5 Disintegration time / (00 min 20 sec / 00 mun 20 cex Not more than 3 min / He 6onee 3 Mun
Pacnapaemoctn
6 Dissolution / PacrBopenne Unit-1 / Tab6n-1 101% Not less than 75% (Q) of
. Ci5H13NO3°C4H11NO3 (ketorolac
Unit-2 / Tabn-2 i0llsi% tromethamine) in 15 min / He menee
Unit-3 / Ta6n-3 99% 75% (Q)  CisHiNOs*C4H 1NOs
. . (xeToposaka  TPOMETAaMHH)  4epes3
Unit-4 / Tabn-4 98% 15 MuE
Unit-5 / Tabn-5 102%
Unit-6 / Tabn-6 101%
7 Fineness of Dispersion/ Complies / COOTBETCTBYET A uniform suspension passing through a
HducnepcHocts 710 pm sieve is formed. / Ob6pasyercs
OHOpPOAHAs CYCIEH3Us, MpPOXOIAILas
CKBO3b CHTO C pPa3MEpOM OTBEPCTUH
710 MKM.

Remarks: The Product conforms

IMpumeuanue: [Tpoaykt coorBeTcTBYeT TpeboBanusm HJJ

to ND/

Conclusion: APPROVED /
3axmouenne: OJJOBPEHO

Prepared by /
IMoarorosneno: Rama kant

Bt

Checlced by /
Ipoeepeno: Pardeep Kumar

-

Approved by: Manager/Executive /
Onobpeno: Menemxep / Pykosogurens
Abhishek Chauhai& \

b

Reprint Date / i
Hara: 29.12.2023

Reprint Date /
Jata: 29.12.2023

Reprint Date /
Jarta: 29.12.2023

Registoras! Dice 3
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Dr.Reddy’s ":‘

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

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

CERTIFICATE OF ANALYSIS Tel : +91 98166 56001-02
CEPTUOPHKAT AHAJIM3A www.drreddys.com

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Hponykr: Keropon® Dkcnpece (keTopoiak) TabieTKy, JucneprupyeMeie B ONOCTH pTa, 10 mr

Batch No / : V2301948 Batch Quantity / : 3600000 tab /
Cepus Ne O6nem cepun 3600000 Tab
Analytical Report No / : 890001693441 Date of Analysis / : 11.10.2023
AHajauTHYecKHi oTueT Ne JlaTa ananu3za

Date of Manufacture / : 09/2023 Date of Expiry / : 08/2025
JaTta npou3BoacTBa T'ogen no

Analysis performed according ND / Ananus npoegen mo HJI:

27.12.2021, n3menenne Ne2 ot 11.11.2022)

JII1-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / nzmenenne Nel ot

Page 5of 8/ Crp.5n3 8
8 Related impurities / PoncTBeHHbIe DpUMecH
ketorolac 1-hydroxy analog / Not more than 0.5 % / He 6onee 0,5 %
1-rugpokcuanaior Below LOQ (LOQ =0.0032 %) /
KeTopoJiaka Hwxe npeaena
KOJIMYECTBEHHOI'O OIPENEICHHA
ketorolac 1-keto analog/ (ITIKO = 0.0032%) Not more than 0.8 % / He 6onee 0,8 %
1-keToaHaNor KeTOpoJIaka
Any unidentified impurity / Not more than 0.5 % / He 6onee 0,5 %
eIUHNYHAsA 0.05%
HeuAeHTUUIMPOBaHHAS
npUMech
0.02 %
Total impurities / 0.1% Not more than 1.0 % / He 6oxaee 1,0 %
CymMa npumecei
9 Water / Bona 24% Not more than 7.0% w/w /
He 6onee 7,0 %
10 Residual solvents by GC/ OcraTouHble oOpraHn4yecKue pacTBOPHTEIN
Isopropyl alcohol / 7 ng/tab / Not more than 350 pg/tab /
H3zomponaHon 7 MKT B TabneTke He 6onee 350 Mkr B TabneTke

Remarks: The Product conforms to ND/
IMpumeuanue: [IpogykT cooTBeTcTBYET Tpeboranusam HJL

Conclusion: APPROVED /
3akawuenne: OJJOGPEHO

Prepared by / Checked by /
TMoarorosneno: Rama kant [TpoBepeHo: Pardeep Kumar

Approved by: Manager/Executive /
OnobpeHo: Menemkgp / PykoBonurens
Abhishek Chauhan \

Qs =
Reprint Date /

Reprint Date /
Hara: 29.12.2023 Harta: 29.12.2023

Reprint Date /
Jara: 29.12.2023

Registera:! {1 oo
Tol 21004900 2200, Fax: +91 40 4200 2090, E
CING LEE1954P1C84PLIGNAE

v drrnddys.com

2-2-337, Foad No. 3, Banjara Hills, riyderabed -

500034, Teiangana, India
il @drreddys.com




Dr.Reddy’s Q':‘

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

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

CERTIFICATE OF ANALYSIS  Tel:+91 98166 56001-02
CEPTUOHNKAT AHAJIU3A www.drreddys.com

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Hpoaykr: Keropon® Dkcnpece (KeToposak) TabNeTKH, JHCTIEPTHPYEMBIE B MOJIOCTH pTa, 10 Mr

Batch No / : V2301948 Batch Quantity / : 3600000 tab /
Cepns No O6Bem cepun 3600000 Tab
Analytical Report No / : 890001693441 Date of Analysis / : 11.10.2023
AHaauTHYecKHH oTueT No JlaTa ananusza

Date of Manufacture / : 09/2023 Date of Expiry / : 08/2025
JaTta npon3BoacTBa Togen po

Analysis performed according ND / Ananu3 nposeaen no H/I:
JIII-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / uamenenue Nel ot

27.12.2021, uamenenne Ne2 ot 11.11.2022)

Page 6 of 8/ Crp. 6 u3 8

11 Microbial enumeration tests / Mukpo6uosornyeckasi 4ucTora*

a) Total Aerobic Microbial

Not more than 1000 CFU/g /

Count / O611ee yrcno NA He 6onee 1000 KOE/r
a3pOOHBIX MUKPO-
OpraHu3MOB
b) Total Combined Yeast Not more than 100 CFU/g /
and moulds count / Obmee NA He 6onee 100 KOE/r
YHCIIO IPONOKEBBIX U
IUIECHEBBIX I'prbOB
c) Escherichia Coli NA Shell be absent in 1 gram /
OrcyrcTBue B 1 T
12 Uniformity of dosage units / 3.8 Acceptance value (AV) not more than
OnnopogHoCcTh 15.0 / IlpuemouHoe 3HaueHue (AV) He
I03MPOBAHUSA 6oiee 15,0.
13 | Assay/KonuuecTBeHHOE 9.8 mg/9.8 mr From 90mg to 11.0mg of
onpeaeieHue (98.4 %) C15H13NO3+C4H 1NO3 (ketorolac

tromethamine) (from 90.0 to 110.0 % of
the label claim) per a tablet / Ot 9,0 Mr
pile] 11,0 MI C|5H13NO3'C4H11N03
(xeropomnaka TpomeramuH) (ot 90,0 no
110,0 % oT 3as4BIE€HHOr0 KONTUYECTRA) B
TabneTke

14 | Butylhydroxyanisole
content /

Copnepixanne
OyTHATHAPOKCHAHH30J1a

0.1001 mg/tab /
0.1001 mr B TabneTke

Not less than 0.042 mg/tab /
He menee 0,042 Mr B TableTke

Remarks: The Product conforms to ND/
IIpumeuanne: IIponykrt coorBercTBYET Tpeboranusam HJJ

Conclusion: APPROVED /
3axmouenune: ONOBPEHO

Prepared by /
IMoarorosneno: Rama kant

Bukend

Checked by /
[Iporepeno: Pardeep Kumar

= —

Approved by: Manager/Executive /

Onobpeno: Menegkep / Pykosoauresns
Abhishek Chauhak

Reprint Date /
Jara: 29.12.2023

Reprint Date /
Jara: 29.12.2023

Reprint Date /
JaTa: 29.12.2023

N ¥

Register:::

ce: B-2-337, Road No. 3, Banjara Hills,
1404900 2300, Fax: +91 40 4300 2999,

Jvderabad -

CIN: LEE195APLO8APLCO04507
wwarreddys.com

“mail: mai!

5009234, Telangang, lnviia
arreddys com



@ e Dr. Reddy's Laboratories Ltd.
Dr. Red dy’s ... Formulation Unit-6
% Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA

CERTIFICATE OF ANALYSIS  Tel:+91 98166 56001-02
CEPTHOPUKAT AHAJIU3A www.drreddys.com

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykr: Keropon® Dxcnpecc (keToponak) TabaeTKy, AMCIEPrUPYEMEBIE B MOJIOCTH pra, 10 mMr

Batch No / : V2301948 Batch Quantity / : 3600000 tab /
Cepus Ne O0bem cepun 3600000 Tab
Analytical Report No / : 890001693441 Date of Analysis / : 11.10.2023
AHanHTHYeCKHH oTueTr Ne JlaTa anajaH3a

Date of Manufacture / : 0972023 Date of Expiry / : 08/2025
Jarta npou3BoacTBa I'ogen go

Analysis performed according ND / Ananus nposenen mo H/I:
JII1-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / uzmenenue Nel ot

27.12.2021, u3menenne Ne2 ot 11.11.2022)

Page 7 of 8/ C1p. T u3 8
15 | Package/ YnakoBka 10 tablets in a blister of | 10 tablets ina blister of (PA/AL/PE with
(PA/AL/PE with | desiccant/HDPE) foil // (PE/AL) foil. 1
desiccant/HDPE) foil // (PE/AL) | or 2 blisters with patient information
foil. 2 blisters with patient | leaflet in a carton pack. / ITo 10
information leaflet in a carton | TaGnerox B 6nuctepe u3 (ITA/AJI/IID ¢
pack. / Tlo 10 Tabnerok B | Braronornorurenem/II9BII) ¢onsru //
6mucrepe w3z (ITA/AJITID ¢ | (II3/AJI) ¢onsru. ITo 1 mnu 2 6nucrepa
Bnaromornoturenem/I[12BII) C WHCTPYKIMEH IO NPUMEHEHHIO B
donsru // (I1I5/AJ]) ¢ponsru. [To | mauky KapTOHHYO.
2 6nucTepa ¢ HHCTpYKIHMEH MO

MIPUMEHEHHIO B MaykKy
KapTOHHYIO.

16 Labeling / MapkupoBka According to ND / B cooteerctBuu ¢ H/|

17 | Storage conditions / Below 25 °C. / [Ipu Temnepatype He Biwie 25 °C,

XpaHeHue

18 | Shelflife / Cpok rognocTn 2 years / 2 roza

* At product release the quality control as per the parameter « Microbial enumeration tests» is performed for
each 20th batch, or for one batch in a year whichever is earlier.

* JIpu BBIMTyCKe JeKAPCTBEHHOr0 NpenapaTa KOHTPOJIb Ka4ecTBa Mo NoKa3aTeso « MukpoGHosiorudeckas
4YHCTOTa» MPOBOAUTCS AJ1s Kaxnoil 20-0ii cepuu, UIIN )15t ONHOI CEpHH B ro/l, B 3aBUCHMOCTH OT TOI'0, YTO
HaCTYNHT paHblUe.

Remarks: The Product conforms to ND/ Conclusion: APPROVED /
IIpumeuanue: IIpogykT cooTBeTcTBYET TpeboBanusam HJJ Sakawuenune: ONNOBPEHO
Prepared by / Checked by / : Approved by: Manager/Executive /
INoxarororneno: Rama kant ITposepeno: Pardeep Kumar | Onobpeno: Menejkep / PykqgoanTtesb
; Abhishek Chauhan Ci

2 Qf—’ P
Reprint Date / Reprint Date / Reprint Date /
Jara: 29.12.2023 Jarta: 29.12.2023 Jara: 29.12.2023

Registerco Oy ine Z-2-337, Rond No. 3, Banjaia Hills, ifvderahad - 550034, Telangana, ladiz
SHAN GAND 2829, Fav: <91 40 1900 29282, Email: misil®arraddyc.com

CIN: LE51954P1984PLL004507

www.direddys.com




Dr.Reddy’s ‘,’:‘.

CERTIFICATE OF ANALYSIS

CEPTUOHUKAT AHAJIN3A

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

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
Tel : +91 98166 56001-G2
www.drreddys.com

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg

Hponyxr: Ketopon® Dxcnpece (keToponak) TabeTky, JUCTieprupyeMbie B MOJIOCTH pra, 10 mMr

Batch No / : V2301948 Batch Quantity / : 3600000 tab /
Cepus Ne O6Bem cepun 3600000 Tab
Analytical Report No / : 890001693441 Date of Analysis / : 11.10.2023
AnanuTHyecKHii oTyeT No JlaTta anamsa

Date of Manufacture / : 09/2023 Date of Expiry / : 08/2025
Jarta npon3BoacTea Topen no

Analysis performed according ND / Ananuz nposeaen mo HJI:

JII1-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / u3menenne Nel or

27.12.2021, uzmenenne Ne2 ot 11.11.2022)

Page 8 of 8 /C1p. 8 nu3 8

API name / HanmenoBanue ADC:

Ketorolac tromethamine / Ketoponaka

TPOMETAMHH

INN / MHH:

Ketorolac / Ketoponak

API manufacturer batch number /
Homep cepun npoussoauteist AQC:

ABQHO003987, ABQH003988

FP Manufacturer API Batch number /
Homep cepuu cy6cTannum npoussoaurens I'JI®:

FEQA00434, FEQA00435

API Manufactured by & country /
poussoaurtens APC, crpana:

Dr. Reddy's Laboratories Ltd., India /
I-p Pennu'c Jlabopatopuc Jita., Unnus

Remarks: The Product conforms to ND/
[Tpumeuanue: Ilpogykr cootBeTcTBYeT TpeboBanusm HJJ

Conclusion: APPROVED /
3axmouenne: OJJOBPEHO

Prepared by / Checked by /
IToaroroBneHo: Rama kant

L -

ITporepeHo: Pardeep Kumar

Approved

Onobpeno: Menegixep / PykoBoautens
Abhishek Chauha’:(

by: Manager/Executive /

o\

Reprint Date /
Hara: 29.12.2023

s
Gk
Reprint Date /

Jara: 29.12.2023

Reprint Date /
Jata: 29.12.2023

Reristercd Tifice: 8-2-337, Road No. 3, Banjara Hills, Hyderabod - 500034, T
11140 4900 2900, Fax: +91 40 4900 2999, Email: mailibedr

CIN: L85195AP1984PLCOD4507
www.drreddys.com



