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
www.drreddys.com

CEPTUOUKAT AHAJIM3A

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykr: Ketopon® Dkcnpecc (keToponak) TabieTku, AUCTICPrIpyeMble B IOJIOCTH pTa, 10 Mr

Batch No / : V2301425 Batch Quantity / : 3600000 tab /
Cepus Ne O6bem cepun 3600000 tab
Analytical Report No / : 890001681901 Date of Analysis / : 31.08.2023
AHaJIHTHYECKHH oT4YeT No Jara anaymsa

Date of Manufacture / : July.2023 Date of Expiry / : Jun.2025
JaTta npon3BoacTBa I'ogen no

Analysis performed according ND / Ananus nposenen no HJ/I:
JII1-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / n3amenenne Nel ot

27.12.2021, uzmenenne Ne2 or 11.11.2022)

Page 1 of 8 /Crp. 1 m3 8

No

Test / Iloka3arens
Ne

Results / Pe3ynpTaThl

Specification / Hopma

1 Description / Onucanue

Light yellow round flat beveled
tablets with "|" debossed on one
side. / Kpyrnsle, miockue
Tabnerku ¢ ¢ackoii, ceeTno-
KEJITOro LBETa C I'PaBUPOBKOM
«» Ha OIHOM CTOpPOHE.

Light yellow round flat beveled tablets
with "[" debossed on one side. /
Kpyrusie, miockue Tabnetku ¢ dpackoi,
CBETJIO-XKEJITOTO LIBETA C TPABUPOBKOMH
«l» Ha OTHOM CTOpOHE.

2 Identification / ITOAMUHHOCTE

Ketorolac / Kemoponak

a) ByUVv/
Y®-cnexrpodoromeTpus

Complies / CooTBeTCTBYET

UV spectra of the test solution and
ketorolac ~ tromethamine  standard
solution should have peaks at the same
wavelength (= 2 nm). / Y®-cnexTpsl
MOTJIOUIEHHUs] UCTIBITYEMOTO pacTBOpa U
pacTBopa  CTaHmapTHoro  obpasua
KETOpOJNaka TPOMETAaMHHAa  JOJDKHBI
HUMETh MaKCUMYMBI IIPX OHOM U TOM Xe
IUTUHE BOJHBI (£ 2 HM).

Conclusion: APPROVED /
Zakmwuenue: OJOBPEHO

Remarks: The Product conforms to ND/
IMpumeuanue: Ilpoaykt coorBeTcTBYeT Tpeboanusam HJI

Prepared by / Checked by / Approved by: Managgr/Executive /
Ioarotosneno: Pardeep IMpoeepeno: Himesh Kumar | Onobpeno: Menemikep / PykoBoauresns
Kumar —, | Abhishek Chauhan l

Reprint Date / Reprint Date / Reprint Date /

JlaTta: 31.08.2023 Jara: 31.08.2023 Jlarta: 31.08.2023

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 Laboratories Ltd.
Dr. Red dy,s ... Formulation Unit-6
o . Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA

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

CEPTUOUKAT AHAJIM3A

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Hpoayxt: Keropon® Dxcnpecc (ketoponak) TabneTkH, AHCIEPrUpyeMbIe B HOJIOCTH pTa, 10 mr

Batch No / : V2301425 Batch Quantity / : 3600000 tab /
Cepns Ne Obnem cepun 3600000 Tab
Analytical Report No / : 890001681901 Date of Analysis / : 31.08.2023
AHaJUTHYECKHH oT4eT Ne Jara anainsza

Date of Manufacture / : July.2023 Date of Expiry / : Jun.2025
Jarta npon3BoaAcTBA I'onen no

Analysis performed according ND / Ananns nposegen no HJI:
JI1-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / n3menenue Nel ot
27.12.2021, namenenue Ne2 ot 11.11.2022)

Page 2 of 8/ Ctp. 2 3 8

No

No Test / Iloxa3zaTe/ib Results / Pe3ynbTaThl Specification / Hopma

b) By HPLC/B2XX 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 ynmepXuBaHHA
OCHOBHOIS NuKa Ha XpoMarorpaMme
HCIBITYEMOrO  pacTBopa  JOJDKHO
COOTBETCTBOBATH BpPEMEHH
yIEp)KMBAHHUS OCHOBHOTO [MKa Ha
XpoMaTorpaMmme pacTBOpa
cTaHgapTHOro obpasla KeToponaka
TpoMeTaMMHa (paznen
«KonuuecTBeHHOE OTIpEeeIeHYe»).

Remarks: The Product conforms to ND/ Conclusion: APPROVED /
[Tpumeuanue: IIponykt cooTBeTcTBYeT TpeboBaHUsaM HJI 3akmouenne: OJJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /

IToaroroeneHo: Pardeep [Mposepero: Himesh Kumar | Ono6peno: Mene | ep / PykooauTesnn
Kumar ' #s Abhishek Chauhan

——

Reprint Date / Reprint Date / Reprint Date /
Jlata: 31.08.2023 Jara: 31.08.2023 JHara: 31.08.2023

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: L85195AP1984PLC004507
www.drreddys.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 : +91 98166 56001-02
www.drreddys.com

CEPTUOPUKAT AHAJIU3A

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykt: Keropon® Dkcnpecc (keToposak) TabieTky, JUCIeprupyeMbie B Nonocty pra, 10 mr

Batch No / 1 V2301425 Batch Quantity / : 3600000 tab /
Cepna Ne Oo0bem cepun 3600000 Tab
Analytical Report No / : 890001681901 Date of Analysis / : 31.08.2023
AHanuTHYeCKH 0TYeT No JlaTta ananu3za

Date of Manufacture / : July.2023 Date of Expiry / : Jun.2025
JlaTa npon3BoACTBA I'onen go

Analysis performed according ND / Ananan3s nposeaen mo H/I:
JI1-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / u3menenne Nel ot
27.12.2021, uamenenne Ne2 or 11.11.2022)

Page 3 of 8/ Ctp. 3 u3 8

i‘? Test / Tloka3zaTeb Results / Pe3ynpTaThl Specification / Hopma
3 Identification Complies / COOTBETCTBYET The  retention  times of  2-
Butylhydroxyanisole / butylhydroxyanisole and 3-
NoauHHOCTD butylhydroxyanisole peaks on the
Gy TUIrMAPOKCHAHM30J1 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-OyTHITMOPOKCHAHU30JIa U
3-0yTWITHAPOKCUaHU30J1a Ha
XpoMaTorpamme HCOBITYEMOTO
pacTBOpa JOMKHBI COOTBETCTBOBATh
BpEMeHaM yIAepPKUBAHUS [IMKOB
2-6yTUATUAPOKCUAHU30JIa U
3-6yTHIrHAPOKCHAHU301a Ha
XpoMaTorpaMme pacTBopa
CTaHIapTHOTO obpasua
O6YTUITHAPOKCHAHH30)1a (pazzen
«CopnepxaHue
GYTUITHAPOKCHAHH3O0IIA).
4 Average weight / Cpennsis 69.4 mg/ 69.4 mr 67.2 mg to 72.8 mg (70.0 mg + 4.0 %)./
Macca Ot 67,2 Mr o 72,8 mr (70,0 Mr £ 4,0 %).
Remarks: The Product conforms to ND/ Conclusion: APPROVED /
IMprmeuanue: ITpoaykT cooTBeTcTBYeT TpeboBanuam HJL Saxmwyenne: OIOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
IToarororneno: Pardeep [Mposepeno: Himesh Kumar | Onobpeno: Meneajkep / PykoBoaurens
Kumar ~—, | Abhishek Chauhan
Reprint Date / Reprint Date / Reprint Date /
Jlata: 31.08.2023 Jara: 31.08.2023 Jara: 31.08.2023

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: LB5195AP1984PLC004507

www.drreddys.com




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

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

CEPTHO®HKAT AHAJIM3A

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykr: Keropon" Dxenpece (keToponak) tabneTku, AMCHEPrupyeMbI€ B M0JI0CTH pTa, 10 mr

Batch No / : V2301425 Batch Quantity / : 3600000 tab /
Cepus Ne O6beM cepuH 3600000 Tab
Analytical Report No / : 890001681901 Date of Analysis / : 31.08.2023
AHajuTHYecKHH oTueT No Jlara asajausa

Date of Manufacture / : July.2023 Date of Expiry / : Jun.2025
Jara npon3BoacTea I'onen no

Analysis performed according ND / Anann3 nposesen no HJI:
JII1-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / u3menenune Nel or

27.12.2021, uamenenue Ne2 ot 11.11.2022)

Page 4 of 8/ Crp. 4 n3 8

1;.00 Test / ITokasaTens Results / Pe3ynpTaThl Specification / Hopma
N Uniformity of weight / Complies / CooTBeTCTBYET 18/20 tablets - not more than + 10 %
OaHOpPOaHOCTH MacChl 2/20 tablets - not more than £ 20 % /
18/20 Tabnerok — He OGomee +10%
2/20 Tabnetok — He 6onee + 20 %
5 Disintegration time / 00 min 24 sec / 00 MuH 24 cex Not more than 3 min / He 6osiee 3 Mun
Pacnagaemocthb
6 Dissolution / PacTBopenue Unit-1/ Ta6n-1 101% Not less than 75% (Q) of
. C1sH;3NO3+C4H | NO; (ketorolac
Unit-2 / Tabn-2 103% tromethamine) in 15 min / He menee
Unit-3 / Ta6n-3 101% | 75% (Q  CisHisNO3*CsHuNO;3
) . (keToponaka  TPOMETAMMH)  YEpe3
Unit-4 / Tabn-4 100% 15 MHH
Unit-5 / Ta6n-5 102%
Unit-6 / Tabn-6 102%
7 Fineness of Dispersion/ Complies / COOTBETCTBYET A uniform suspension passing through a
JucnepcHOCTh 710 pym sieve is formed. / O6pazyeTcs
OIHOPOIHAs CYCIIeH3Ms, NPOXOAllas
CKBO3b CHTO C pa3sMepoM OTBEpPCTHH
710 MKM.
Remarks: The Product conforms to ND/ Conclusion: APPROVED /
[pumeuanue: [Tpoaykr cootsetcTBYeT Tpebosanuam HJI 3axarouenne: OJJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
Ioarorosneno: Pardeep [poeepenq: Himesh Kumar | Onobpero: Menemaepi/ Pykosogurelb
Kumar ﬁ Qj_,_,é Abhishek Chauhan IK
Reprint Date / Reprint Date / Reprint Date /
Jara: 31.08.2023 Jata: 31.08.2023 Jara: 31.08.2023

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: L85195AP1984PLC004507
www.drreddys.com



Dr. Reddy’s ":‘

CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIM3A

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
www.drreddys.com

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Hponykr: Keropon® Dkcrpece (keToponak) TabneTku, AUCTIEprupyembie B I10JI0CTH pra, 10 mr

Batch No / : V2301425 Batch Quantity / : 3600000 tab /
Cepns Ne O0bem cepun 3600000 Tab
Analytical Report No / : 890001681901 Date of Analysis / : 31.08.2023
AHAJTHTHYECKHI oTUeT Ne Jlara ananusa

Date of Manufacture / : July.2023 Date of Expiry / : Jun.2025
JlaTa npoH3BOACTBA TI'open mo

Analysis performed according ND / Anaxus nposeaen mo HJI:

JIT1-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / u3menenue Nel or

27.12.2021, mamenenune Ne2 or 11.11.2022)

Page 50of 8/ Ctp. Su3 8

8 Related impurities / PoacTBeHHbIe IPUMECH

ketorolac 1-hydroxy analog /
1-rugpoxcuaHaior

Below LOD (LOD = 0.0010 %) /
Huxe npeaena o6uapysxenus (I10 =

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

KeTopoJiaka
0.0010 %)
ketorolac 1-keto analog/ Not more than 0.8 % / He 6onee 0,8 %
1-KeToaHalior KeToponiaKa 0.05 %
Any unidentified impurity / Not more than 0.5 % / He 6onee 0,5 %
eIMHUYHas 0.06 %
HeUIeHTHOULIUPOBaHHAs
npUMech
Total impurities / 0.1 % Not more than 1.0 % / He 6onee 1,0 %
Cymma npumeceit
9 Water / Boaa 2.5% Not more than 7.0% w/w /

He 6omnee 7,0 %

10 | Residual solvents by GC/ OcTtaTouHble OpraHM4ecKue pacTBOPUTENIH

Isopropyl alcohol /
H3zonponaxon

4 pgftab /
4 MKT B TabNeTKe

Not more than 350 ug/tab /
He 6onee 350 MKr B TabeTke

Remarks: The Product conforms to ND/
[Mpumeyanue: IIpoaykT cooTBeTcTBYeT Tpebopanuam HJI

Conclusion: APPROVED /
3axiaouenne: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[oarorosneno: Pardeep I[Tpoeepenq: Himesh Kumar | Ono6peno: Menegkep / PykoBoanTeb
Kumar _ — (‘ o Abhishek Chauhan \ ,

Reprint Date / Reprint Date / Reprint Date /

JHara: 31.08.2023 Hara: 31.08.2023 Hara: 31.08.2023

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

CiIN: L85195AP1984PLC004507
www.drreddys.com




. ‘.0 Dr. Reddy's Laboratories Ltd.
: ’ °® Formulation Unit-6
Dr‘ Reddy S o Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P.,, 173 205, INDIA

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

CEPTHOUKAT AHAJIU3A

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
HpoxykT: Keropon™ Dkenpecce (keroponak) tabnerki, JUcneprupyemsle B NoJiocTy pra, 10 mr

Batch No / : V2301425 Batch Quantity / : 3600000 tab /
Cepnusa Ne : O6nem cepun 3600000 Tab
Analytical Report No / : 890001681901 Date of Analysis / : 31.08.2023
AHaJIHTHYECKHMH oT9eT No Jlara ananuza

Date of Manufacture / : July.2023 Date of Expiry / ¢ Jun.2025
Jara npounsBoacTea I'onen 1o

Analysis performed according ND / Ananus nposexen no HJI:
JII-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / n3meHenme Nel or
27.12.2021, namenenune Ne2 or 11.11.2022)

Page 6 of 8/ Crp. 6 n3 8
11 | Microbial enumeration tests / Mukpo6nooru4yeckasi Y4ucrora*
a) Total Aerobic Microbial NA Not more than 1000 CFU/g /
Count / O61uee umcno He 6onee 1000 KOE/r
a3po6HBIX MHKpPO-
OpraHH3MOB
b) Total Combined Yeast NA Not more than 100 CFU/g /
and moulds count / O6mee He 6onee 100 KOE/r
YHCJIO IPOHOIKEBBIX H
TLUIECHEBBIX IPHOOB
c) Escherichia Coli NA Shell be absent in 1 gram /
OtcyrcTBue B 1 1
12 Uniformity of dosage units / 43 Acceptance value (AV) not more than
OnpHopoaHocTh 15.0 / TIlpuemouHoe 3Hauenue (AV) e
JO3UpOBaHMS 6onee 15,0.
13 | Assay/KonuyectBennoe 10.0 mg/ 10.0 mr From 90mg to 11.0mg of
onpenesieHHe (100.2 %) Ci5sHi3sNO3*C4H;;NO; (ketorolac

tromethamine) (from 90.0 to 110.0 % of
the label claim) per a tablet / Ot 9,0 mr
pi(e] 1 1,0 Mr C15H13NO3'C4H1 1NO3
(xeToponaka TpometamuH) (ot 90,0 1o
110,0 % ot 3asBNECHHOTrO KOIMYECTRA) B

TabneTtke
14 | Butylhydroxyanisole 0.0824 mg/tab / Not less than 0.042 mg/tab /
content / Coaepxanue 0.0824 mr B TabneTke He menee 0,042 mr B Tabnetke
OyTHJITHIPOKCHAHW30Ia
Remarks: The Product conforms to ND/ Conclusion: APPROVED /
Ipumeyanue: TlpoaykT cootseTcTByeT Tpebopanmsam HJT 3akmovenne: O/TOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
IoxaroroeneHo: Pardeep ITposepeno: Himesh Kumar Onobpeno: Menemkep / Pykosoautesns
Kumar ﬁ C:‘—‘-A"& Abhishek Chauhan \ \
Reprint Date / Reprint Date / Reprint Date /
Hara: 31.08.2023 Hara: 31.08.2023 Hara: 31.08.2023

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 ":‘.

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
www.drreddys.com

CEPTH®HKAT AHAJIA3A

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
IIpoaykr: Ketopon® Dkcnpecc (keToposnak) TabieTku, JMcCneprupyeMsle B IIOJIOCTH pTa, 10 mr

Batch No / : V2301425 Batch Quantity / : 3600000 tab /
Cepus Ne O6bem cepun 3600000 Tab
Analytical Report No / : 890001681901 Date of Analysis / : 31.08.2023
AHanMMTHYECKHH oTyeT Ne JlaTa aHam3a

Date of Manufacture / : July.2023 Date of Expiry / : Jun.2025
JaTta npousBoacTBa I'ogen no

Analysis performed according ND / Ananu3 nposeaen no HJI:
JIT1-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / n3menenne Nel or
27.12.2021, uzmenenne Ne2 or 11.11.2022)

Page 7 of 8/ Ctp. 7u3 8

15 | Package/ YnakoBka 10 tablets in a blister of | 10 tablets in a blister of (PA/AL/PE with
(PA/AL/PE with | desiccant/HDPE) foil // (PE/AL) foil. 1
desiccant/HDPE) foil // (PE/AL) | or 2 Dblisters with patient information
foil. 2 blisters with patient | leaflet in a carton pack. / Ilo 10
information leaflet in a carton | Tabnetox B 6muctepe u3 (IA/AJI/II ¢
pack. / Ilo 10 Tabnerok B | Biaromornorutenem/I[IOBII) donsru //
onucrepe w3 (IIA/AJ/IID ¢ | (IID/AJT) ponsru. o 1 unm 2 6auctepa
BraromnoriaoTutesiem/I19BIT) ¢ HMHCTpPYKLUHEH IO MPUMEHEHHUIO B
¢oneru // (ITS3/AJ) donbru. [To | nayky KapTOHHYIO.

2 Onucrtepa ¢ MHCTPYKIMEH MO
IPHMEHEHHUIO B nayky
KapTOHHYIO.
16 | Labeling / MapkupoBka According to ND / B cootBetcTuu ¢ HJ{
17 | Storage conditions / Below 25 °C. / Ilpu Temneparype He Bbime 25 °C.
XpaHeHue
18 Shelf life / Cpox roaHocTn 2 years / 2 rona

* 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 BBINMYCKe JIEKapCTBEHHOT0 NpenapaTa KOHTPOJIb KadyecTBa Mo nokasaTesio «MHuKpoGHoJI0rayecKas
YHUCTOTa» NPOBOIUTCS AA Kaxnoit 20-oit cepun, WU AJ1s1 OAHON cepUH B I'ofl, B 3aBHCUMOCTH OT TOIr0, YTO
HACTYIUT paHbIIIe.

Remarks: The Product conforms to ND/ Conclusion: APPROVED /
IIpumeuanue: IlponykT cooTBeTcTRBYeET TpeboBanusm HJJ 3axumouenne: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
INonrorosneno: Pardeep IMposepeno: Himesh Kumar | Onobpeno: Menemxep / PykoBonurens
Kumar —— = Abhishek Chauhan _

~J . =
Reprint Date / Reprint Date / Reprint Date /
Hara: 31.08.2023 Jara: 31.08.2023 Jara: 31.08.2023

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 ":‘

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

www.drreddys.com

CEPTUOPUKAT AHAJIM3A

[Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Hponykr: Keropon® Dkenpece (keToponax) Tab1eTKH, HCHEPrupyeMbie B I0J0CTH pra, 10 mr

Batch No / 1 V2301425 Batch Quantity / : 3600000 tab /
Cepus Ne O6beM cepun 3600000 Tab
Analytical Report No / : 890001681901 Date of Analysis / : 31.08.2023
AHanuTHYecKHii oTueT Ne JlaTa aHaJIHu3a

Date of Manufacture / : July.2023 Date of Expiry / : Jun.2025
JlaTa npoH3BOJACTBA I'open no

27.12.2021, usmenenne Ne2 or 11.11.2022)

Analysis performed according ND / Anann3s nposeaen mo H/I:
JITI-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / u3menenne Nel ot

Page 8 of 8/ Crp. 8 m3 8

API name / Haumenopanue A®PC:

Ketorolac tromethamine / Ketoponaka

TPOMETaMHH

INN / MHH: Ketorolac / KeToponax

API manufacturer batch number /

Homep cepun npousBoautens ADPC: ABQH002106

FP Manufacturer API Batch number /

Homep cepun cy6cTanuuu npoussoautens LJID: FEQA00276

API Manufactured by & country / Dr. Reddy's Laboratories Ltd., India /

Ipoussogurens AQC, crpana: [-p Pepnu'c JTaGoparopuc Jlta., Munus
Remarks: The Product conforms to ND/ Conclusion: APPROVED /

IMpumeuanue: [IpoayxT cooTBeTcTBYeT TpeboBanusam HJI

3akmouyenue: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /

[ToarorosneHo: Pardeep Iposepeng: Himesh Kumar | Onobpeno: Menemigp / PykoBoaurens
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