Dr.Reddy’s ‘;’.

CERTIFICATE OF ANALYSIS

CEPTUDOHUKAT AHAJIM3A

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

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, IND!A
Tel : +91 98166 56001-02
www.drreddys.com

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoayxt: Ketopon® Dkenpece (keTopounak) TabeTKH, JUCTIepriupyemble B MOJOCTH pTa, 10 mr

Batch No / : V2301866 Batch Quantity / : 3600000 tab /
Cepus Ne O6bem cepun 3600000 Tab
Analytical Report No / : 890001689415 Date of Analysis / : 21.09.2023
AHAJTHTHYECKHI 0TyeT No JaTa anajan3a

Date of Manufacture / : Sep. 2023 Date of Expiry / : Aug. 2025
Jara npoussoacTBa T'open no

Analysis performed according ND / Anann3 nposeaen no HJI:
JIT1-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / u3menenne Nel ot

27.12.2021, uzmenenune Ne2 ot 11.11.2022)

Page1 of §/Crp. 1 m3 8

No

Y@-cniektpodoTOMETpUs

N Test / IlokaszaTens Results / Pe3ynprathl Specification / Hopma
1 Description / OnucaHue Light yellow round flat beveled | Light yellow round flat beveled tablets
tablets with "|" debossed on one | with "|" debossed on one side. /
side. / Kpyrele, mnockue | Kpyrisle, miockue TabiaeTku ¢ dpackoii,
TabneTkn ¢ (ackoi, CBETNO- | CBETIO-XEITOro LBETa C IPaBUPOBKOH
XKEJITOr0 IBeTa C TPaBHPOBKON | «I» Ha oxHOH cTOpOHE.
«» Ha oxHOH cTOpOHE.
2 Identification / ITogIHHHOCTD
Ketorolac / Kemopoaak
a) ByuUv/ Complies / CooTBETCTRYET UV spectra of the test solution and

ketorolac  tromethamine  standard
solution should have peaks at the same
wavelength (= 2 nm). / Y®-cnexTpsl
[OTJIOWIEHHUS UCIIBITYEMOTO pacTBopa U
pacTBopa  CTaHZapTHOoro  obpasua
KETOpOJiaka TpPOMETaMUHa  JIOJKHBI
HUMETH MAaKCUMYMBI IPH OJIHOM U TO¥ Xe
IUTHHE BOJHBL (£ 2 HM).

Remarks: The Product conforms to ND/

Conclusion: APPROVED /

ITpumeyanue: [MpoaykT coorBeTcTBYET Tpeboanusm HJJ

3axmouenne: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
IToarororneno: Ramakant IMpoeepeno: Pardeep Kumar | Onobpeno: Menespkep / PykoBoauresib
| Amit Kumar e
ul S R
Reprint Date / Reprint Date / Reprint Date /
Harta: 21.09.2023 Jara: 21.09.2023 Hara: 21.09.2023

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: L85195AP1984PLC0O045
www.drreddys.com
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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, IND{A
Tel : 491 98166 56001-02

CEPTUOPHUKAT AHAJIU3IA

www.drreddys.com

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykr: Keropon® Dkenpece (keroponak) TabneTkH, AHCIHEPripyEMbie B MOJIOCTH pTa, 10 Mr

Batch No / : V2301866 Batch Quantity / : 3600000 tab /
Cepus Ne O6bem cepun 3600000 Tab
Analytical Report No / : 890001689415 Date of Analysis / : 21.09.2023
AHaJITHTHYECKHIT oTueT Ne JlaTa anajauza

Date of Manufacture / : Sep. 2023 Date of Expiry / : Aug. 2025
JlaTa npon3BoacTBa Togen no

Analysis performed according ND / Ananus nposeaen mo HJI:
JITI-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / namenenune Nel ot

27.12.2021, nzmenenune Ne2 ot 11.11.2022)

Page2 of 8§ /Crp.2 3 8

No

Ne Test / [TokasaTennb

Results / Pe3ynprathl

Specification / Hopma

b) By HPLC / BOXX

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). / Bpemsa ynepXuBaHMA
OCHOBHOTO ITMKa Ha XpoMaTrorpaMme
HCOBITYeMOTe  pacTBopa  JOJDKHO
COOTBETCTBOBATh BPEMEHH
yOep)KUBaHUS OCHOBHOTO IMKa Ha
XpoMarorpamme pacTBopa
CTaHOaPTHOTO KeTopoJiaka
TpOMETaMHHA (paznen
«KoNH4eCTBEHHOE ONPEIEIEHHEY).

obpasua

Remarks: The Product conforms to ND/

IMpumeuanvie: TTponykT cooTreTcTRyeT Tpehoranvam HJT

Conclusion: APPROVED /
3axawnuenne: OJIORPFHO

Prepared by /
IMonrorosneno: Ramakant

Checked by /
[Mporepeno: Pardeep Kumar

o

Approved by: Manager/Executive /
Onobpeno: Mengmxep / PykoBonurensb
Amit Kumar

- P

f”‘---- -

[
{

fuskat
Reprint Date /

Jara: 21.09.2023

Reprint Date /
Hara: 21.09.2023

Reprint Date/
Jlara: 21.09.2023

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 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 : +91 98166 56001-02

CEPTHOHKAT AHAJIN3A

www.drreddys.com

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykr: Keropon® Dkenpecc (keToposak) TableTky, Aucreprupyembie B NoiocTy pra, 10 Mr

Batch No / : V2301866 Batch Quantity / : 3600000 tab /
Cepus Ne O6nem cepun 3600000 Tab
Analytical Report No / : 890001689415 Date of Analysis / : 21.09.2023
AHaJIHTHYEeCKHH oTyeT Ne Jarta anaauza

Date of Manufacture / : Sep. 2023 Date of Expiry / : Aug. 2025
JaTta npou3BoicTBa I'onen no

Analysis performed according ND / Ananu3 nposeaen no HJI:
JITI-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / n3menenue Nel or
27.12.2021, usmenenne Ne2 or 11.11.2022)

Page3of 8/Crp.3 u3 8

l;.:) Test / Iloxa3aTennb Results / Pe3ynbratsl Specification / Hopma
3 Identification Complies / CooTBETCTBYET The  retention  times of  2-
Butylhydroxyanisole / butylhydroxyanisole and 3-
IoannHHOCTL butylhydroxyanisole peaks on the
6y THATHAPOKCHAHU30 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 ynep>xuBaHUA
NMKOB  2-0yTHITMOPOKCHAaHH30Ma |
3-6yTUNruapoKcHaHu3ona Ha
XpoMmarorpamme HCIILITYEMOTO
pacTBOopa JOJDKHBI COOTBETCTBOBATDH
BpeMeHaM yIepKUBaHHA MTHKOB
2-6y TUNrUAPOKCHAaHU30M1a U
3-6yTUITHAPOKCHAHU30JIA Ha
XpoMaTorpamme pacTBopa
CTaHJApPTHOIO obpazua
OyTUITMAPOKCHAHU301a (paznen
«CopnepxaHue
OYTUIITHIPOKCHAHHU30JIa»).
4 Average weight / Cpeanss 68.7 mg / 68.7 Mmr 67.2 mg to 72.8 mg (70.0 mg + 4.0 %)./
macca Ot 67,2 Mr 1o 72,8 Mr (70,0 mr+ 4,0 %).

Remarks: The Product conforms to ND/

[Mpumeuanue: Ilpoaykr coorsercTByet Tpebopanusm HJL

Conclusion: APPROVED /
3akmwouenne: OJIOBPEHO

Prepared by /
IToarotoesneno: Ramakant

Qoo

Checked by /
[Mposepeno: Pardeep Kumar

Approved by: Manager/Executive /
Ono6peHo: Menemskep / Pykosoaurens
Amit Kumar ;‘N Ne—

-

A

Reprint Date /
Jata: 21.09.2023

Reprint Date /
Jara: 21.09.2023

1

Reprint Date /
Jara: 21.09.2023

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.ccm

CIN: L85195AP1984PLC0045
www.drreddys.com
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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, IND{A
Tel : 491 98166 56001-02

CEPTUO®UKAT AHAJIM3A

www.drreddys.com

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Hpoaykrt: Keropon® Dxcnpecc (ketoponak) TabneTky, AUcreprapyeMble B MOJIOCTH pTa, 10 Mr

Batch No / : V2301866 Batch Quantity / : 3600000 tab /
Cepus Ne O06beM cepHHU 3600000 Tab
Analytical Report No / : 890001689415 Date of Analysis / : 21.09.2023
AHanuTHYeCKHH oTueT No JlaTa ananu3za

Date of Manufacture / : Sep. 2023 Date of Expiry / ¢ Aug. 2025
JlaTa mpou3BOACTBA T'ogen no

Analysis performed according ND / Ananu3s nposexen no HJI:
JITI-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / u3menenne Nel or

27.12.2021, usmenenne No2 ot 11.11.2022)

Page4of 8/ Crp.4m3 8

No

No Test / [TokazaTennb Results / Pe3ynbrats Specification / Hopma
Uniformity of weight / Complies / CooTBeTCTBYET 18/20 tablets - not more than = 10 %
OaHOpPOAHOCTH MaCChI 2/20 tablets - not more than = 20 % /

18/20 Tabnerok — He 6Gomnee * 10 %
2/20 Tabnerox — He 6onee + 20 %

5 Disintegration time / 00 min 19 sec / 00 muHn 19 cex Not more than 3 min / He 6onee 3 Mun
Pacnagaemoctnb

6 Dissolution / PacTBopeHune Unit-1/ Ta6n-1 101% Not less than 75% (Q) of

. Ci15H13NO3+C4H; 1 NO3 (ketorolac
Unit-2 / Ta6n-2 99% tromethamine) in 15 min / He menee
Unit-3 / Taén-3 99% 75% (Q)  CisHisNO3*CsH11NO;

) . (keToponaka  TpOMETaMHH)  4Yepe3
Unit-4 / Tabn-4 100% s ann
Unit-5 / Tabn-5 101%

Unit-6 / Tabn-6 101%

7 Fineness of Dispersion/ Complies / CooTBETCTBYET A uniform suspension passing through a

ducnepcHocTh 710 um sieve is formed. / Obpasyerca
ONHOpOAHAS CYCIEH3MsA, MNpOXOoJsLas
CKBO3b CHTO C pa3sMepoM OTBEPCTUH
710 MKM.

Remarks: The Product conforms

INMpumeuanue: [TponykT coorBeTcTByeT TpeboBaHusM HJI

to ND/

Conclusion: APPROVED /
3axmouenne: OJIOBPEHO

Prepared by /
ITonrororneHo: Ramzilfant

fupd

Checked by /
[porepeHo: Pardeep Kumar

il

Approved by: Manager/Execulive /
Onobpeno: Menemxep / Pykosoaurens

Amit Kumar /\ « \e—

Reprint Date /
Hara: 21.09.2023

Reprint Date /
Jara: 21.09.2023

Reprint Date / !
Jlata: 21.09.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 46 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLC0O04507
www.drreddys.com



Dr.Reddy’s Qg'.

CERTIFICATE OF ANALYSIS

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

Vill. Khol, Nalagarh Road, Badd;,
Distt. Solan, H.P., 173 205, IND}A
Tel : +91 98166 56001-02

CEPTUDOUKAT AHAJIU3A

www.drreddys.com

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoayxr: Keropon" Dkcrpece (keToponak) Tab/ieTkH, ARCTICPriHpyeMble B ITOJIOCTH PTd, 10 Mmr

Batch No / : V2301866 Batch Quantity / : 3600000 tab /
Cepus Ne O61bem cepun 3600000 Tab
Analytical Report No / : 890001689415 Date of Analysis / : 21.09.2023
AnaJIuTHYECKHH oTueT No JlaTa anaau3a

Date of Manufacture / : Sep. 2023 Date of Expiry / : Aug. 2025
Jata npou3BoACTBA T'open xo

Analysis performed according ND / Ananns nposeaen no HJI:

JII1-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022/ n3menenue Nel or

27.12.2021, nzmenenne Ne2 or 11.11.2022)

Page 50f8/Crp.Sn3 8

8 Related impurities / PogcTBenHbIe npuMecH

ketorolac 1-hydroxy analog /
1-runpokcuasaior

Below LOD (LOD = 0.0010 %) /
Huxe npeneia obHapyxenus ([10 =

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-KeToaHaJIOT KeToponaka 0.04 %
Any unidentified impurity / Not more than 0.5 % / He 6onee 0,5 %
eIMHUYHAsA 0.02 %
HeHuleHTUQUIMpOBaHHas
npUMech
Total impurities / 0.1% Not more than 1.0 % / He 6onee 1,0 %
Cymma npumeceit
9 Water / Bona 3.1% Not more than 7.0% w/w /

He 6onee 7,0 %

10 | Residual solvents by GC/ OcTaToO4HbI€ OPraHHYeCKHE PACTBOPHTENH

Isopropyl alcohol /
Hsonponanon

08 pg/tab /
08 MKr B TablieTKe

Not more than 350 pg/tab /
He 6omee 350 Mkr B TabneTke

Remarks: The Product conforms to ND/

Ipumeuanue: IIpoaykt coorBercTByeT TpeboBanuam HJI

Conclusion: APPROVED /
3axarouenne: OJOBPEHO

Prepared by /
[Moarorosieno: Ramakant

el

Checked by /
[MpoepeHo: Pardeep Kumar

f

Approved by: Manager/Executive /
Ono6peno: Menemkep / Pykopoauresib
Amit Kumar \ -\

- N P I
| —

|'f ’..'ﬂ_

Reprint Date /
Jara: 21.09.2023

Reprint Date /
Jara: 21.09.2023

Reprint Date / f
Jara: 21.09.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel; +91 4G 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLC0O04507
www.drreddys.com
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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

CEPTUPUKAT AHAJIM3A

www.drreddys.com

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoayxt: Ketopon® Dkenpecc (ketopoiiak) TabeTKu, JUCIeprHpyeMble B OJIOCTH pTa, 10 Mr

Batch No / : V2301866 Batch Quantity / : 3600000 tab /
Cepusa Ne O6beM cepuu 3600000 Tab
Analytical Report No / : 890001689415 Date of Analysis / : 21.09.2023
AHauTHIeCKHH 0TYeT Ne JlaTa ananuza

Date of Manufacture / : Sep. 2023 Date of Expiry / : Aug. 2025
Jara mpousBojacTBa T'oxen oo

Analysis performed according ND / Ananu3 nposeaen no HJ/L:
JII1-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / u3menenne Nel or

27.12.2021, uzmenenue Ne2 ot 11.11.2022)

Page 6 of 8/ C1p. 6 13 8

11 Microbial enumeration tests / MukpoGuoJioruueckasi yucrora*
a) Total Aerobic Microbial NA Not more than 1000 CFU/g /
Count / Obuice yncno He 6onee 1000 KOE/r
a3p0o6HBIX MUKpPO-
OpTraHU3MOB
b) Total Combined Yeast NA Not more than 100 CFU/g /
and moulds count / Oburee He 6onee 100 KOE/r
YHUCIIO0 JPOXOKEBBIX U
TUIECHEBBIX TPHOOB
¢) Escherichia Coli NA Shell be absent in 1 gram /
OtcyrctBUE B 1 T
12 Uniformity of dosage units / 2.1 Acceptance value (AV) not more than
OnHopoaHocTh 15.0 / TlpuemoyHoe 3Ha4YeHHeE (AV) He
J03MPOBAHMUS 6onee 15,0.
13 | Assay/ KonmnyecTBeHHOe 10.2 mg/ 10.2 Mr From 90mg to 11.0mg of
onpejesieHHe (101.6 %) Ci5H3NO3+C4H 1NOs (ketorolac
tromethamine) (from 90.0 to 110.0 % of
the label claim) per a tablet / Ot 9,0 Mr
p1(¢] 11,0 MU C15H13N03'C4H1 1NO3
(ketoponaka Tpomeramun) (ot 90,0 no
110,0 % OT 3a4BNEHHOTO KOJIUYECTBA) B
TabneTke
14 | Butylhydroxyanisole 0.0969 mg/tab / Not less than 0.042 mg/tab /
content / Copepxanue 0.0969 mr B TabneTke He menee 0,042 mr B TabneTke
Oy TH/ITHAPOKCHAHU30J1a

Remarks: The Product conforms to ND/

INpumeuanue: IpoxykT coorBeTrcTByeT TpeboBanuam HJI

Conclusion: APPROVED /
3axmouenune: OJJOBPEHO

Prepared by /
IMoaroroenedo: Ramakant

oL

Checked by /
[pogepeno: Pardeep Kumar

Approved hy: Manager/Executive /
OnobpeHo: Menemxkep / Pykosoauresb
Amit Kumar

Reprint Date /
Jara: 21.09.2023

Reprint Date /
Hara: 21.09.2023

Reprint Date /
Hara: 21.09.2023

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 €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

CEPTUDPHUKAT AHAJIM3A

www.drreddys.com

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Hpoayxt: Ketopon® Dkenpecc (keTopoak) TabaeTky, AMceprupyemsie B nonocti pra, 10 Mr

Batch No / : V2301866 Batch Quantity / : 3600000 tab /
Cepns Ne O0neM cepuH 3600000 Tab
Analytical Report No / : 890001689415 Date of Analysis / : 21.09.2023
AmnajguTnyeckni oryer Ne Jara ananusa

Date of Manufacture / : Sep. 2023 Date of Expiry / : Aug. 2025
JlaTa npou3BoacTBa T'oxen xo

Analysis performed according ND / Ananu3s nposenen mo HJI:
JITI-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / usmenenne Nel or

27.12.2021, usmenenne Ne2 or 11.11.2022)

Page 7of 8§/ C1p. 73 8

15 | Package/ YnakoBka 10 tablets in a blister of | 10 tabletsin ablister 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. / llo 10
information leaflet in a carton | TaGierok B 6muctepe us (ITA/AJI/TID ¢
pack. / Ilo 10 Ta6nerok B | Brnaronornorutenem/IIOBII) ¢onbru //
6muctepe w3 (MMA/AJ/IID ¢ | (IIS/AJT) donsru. Ilo 1 unn 2 6auctepa
snaromoriorurenem/[15BIT) ¢ MHCTPYKUHEH NO NPUMEHEHHIO B
donwru // (II3/AJI) doneru. Io | nadky KapToHHYIO.

2 6muctepa ¢ MHCTpYKLMed mno
IPHMEHEHHUIO B nayky
KapTOHHYIO.
16 Labeling / MapxupoBka According to ND / B cootBeTcTtBruU ¢ H]I
17 | Storage conditions / Below 25 °C. / Ilpu Temnepatype He Bbie 25 °C.
Xpanenue
18 Shelf life / Cpok roanoctu 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.

* Hpﬂ BBLINYCKE JIEKAPCTBEHHOI0 MpenapaTta KOHTPOJIb KauecTBa 10 NOKa3aTe/0 «Mmcpoﬁno.noruqeucaﬂ
YUCTOTa» NPOBOAUTCS OJIs1 Kkaxmoii 20-oii CEepHH, UJIH NI OZHOM C€pUM B rod, B 3aBUCUMOCTH OT TOro, 4TO

HACTYINHUT paHbIIIE.

ITpumeuanne: IIpoaykr co

Remarks: The Product conforms to ND/

oreercTBYeT Tpebopanuam HJL

Conclusion: APPROVED /
Zakiaouenne: OJJOBPEHO

Prepared by /
IMoarorosnexno: Ramakant

-~

Checked by /
Iporepeno: Pardeep Kumar

Approved hy: Manager/Fxecutive /
OnobpeHo: Menemxep / Pykosoaurens
Amit Kumar

\—

. NETERN
/ —

\

Reprint Date /
Jara: 21.09.2023

Reprint Date /
Jara: 21.09.2023

Reprint Date /
JHara: 21.09.2023

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.ccm



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 1), 491 98166 56001-02

CEPTUOPUKAT AHAJIM3A www.drreddys.com

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykr: Keropon® Sxcnpecc (KETOPoak) TabJIeTKH, AHCMEPrHpyeMbI€ B NIOJIOCTH pTa, 10 mr

Batch No / : V2301866 Batch Quantity / : 3600000 tab /
Cepus Ne O0bem cepun 3600000 Tab
Analytical Report No / : 890001689415 Date of Analysis / : 21.09.2023
AHaauTHYeCKHi oTyeT No JlaTa anaJiu3a

Date of Manufacture / : Sep. 2023 Date of Expiry / : Aug. 2025
JdaTta npon3BoAcTBa Loxen no

Analysis performed according ND / Anains nposesen mo HJI:
JIT1-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / n3menenne Nel or

27.12.2021, n3menenue Ne2 ot 11.11.2022)

Page 8 of 8§/ Crp. 8 n3 8

API name / Haumenosanue ADC:

Ketorolac tromethamine / Ketoponaka

Homep cepuu cy6eTannuun npoussoaurens ['JIQ:

TPOMETAMHUH
INN / MHH: Ketorolac / Ketoponak
API manufacturer batch number /
Homep cepun npoussoauTeys APC: ABQHI05986
FP Manufacturer API Batch number / FEQA00433

API Manufactured by & country /
Ipousoautens ADC, crpana:

Dr. Reddy's Laboratories Ltd., India /
JI-p Penau'c JlaGoparopuc JIta., Muama

Remarks: The Product conforms to ND/
ITpumeuanue: [IpoaykT cooTseTcTBYET TpeboBanuam H/

Conclusion: APPROVED /
3akmouenne: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
MoarorosneHo; Ramakant IIposepeno: Pardeep Kumar | Onobpeno: Menemiep / PykoBoautesnb
Amit Kumar - N—
@MU} O[)/f " ——
Reprint Date / Reprint Date / Reprint Date /
JHara: 21.09.2023 Jara: 21.09.2023 Jara: 21.09.2023
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