Dr.Reddy’s ":‘

CERTIFICATE OF ANALYSIS

CEPTUPHUKAT AHAJIM3A

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

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

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
IpoAykr: Ketopon® Dkcnpece (keToponak) TabneTku, AMCnepripyeMsle B oaocTH pra, 10 mr

Batch No / : V2400242 Batch Quantity / : 3600000 tab /
Cepns Ne O0BeM cepHH 3600000 Tab
Analytical Report No / : 040002436084 Date of Analysis / : 29.02.2024
AHaJluTHYECKHH oT4yeT No JlaTa aHaan3za

Date of Manufacture / : 01/2024 Date of Expiry / : 12/2025
Jara nponsBoacTea I'ogen o

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

27.12.2021, namenenne Ne2 or 11.11.2022)

Page 1 of 8 /Crp. 1 u3 8

No

Test / IlokasaTennb
Ne

Results / Pe3ynbraTsl

Specification / Hopma

1 Description / Onucanue

Light yellow round flat beveled
tablets with "|" debossed on one
side. / Kpyrable, IUIOCKHE
TabneTku ¢ ¢ackoif, CBETIO-
XKEJITOr0 IHBeTa C IpaBHPOBKOI
«I» Ha OHOH CTOpOHE.

Light yellow round flat beveled tablets
with "|" debossed on one side. /
Kpyrnsle, miockue TabneTky ¢ $packoi,
CBETJIO-KENTOr0 [[BETa C IPaBHPOBKOM
«I» Ha OHOM CTOpOHE.

2 Identification / IToanmMHHOCTE

Ketorolac / Kemoponax

a) Byuv/
V®-cnextpodoromerpus

Complies / CooTBeTCTBYET

UV spectra of the test solution and
ketorolac  tromethamine  standard
solution should have peaks at the same
wavelength (+ 2 nm). / VO®-cnekTpsl
TIOTJIOIEHHs] UCOBITYEMOTO pacTBopa U
pacTBopa  CTaHAapTHoro  obpasia
KeTopoJlaka TPOMETaMHHA  JOJIXKHBI
HUMETh MaKCUMYMBI [IPU OJTHOH U TOH e
JUTMHE BOJIHBI (£ 2 HM).

Remarks: The Product conforms to ND/
ITpumeuanue: [poaykT cooTBeTcTBYeT TpeboBaHusaM HJL

Conclusion: APPROVED /
3axmwouenune: OJOBPEHO

Prepared by /
IToarorosneHo: Santosh

Kumar Maurya ;@—

Checked by /
[Ipoeepeno: Pardeep Kumar

<=

Approved by: Manager/Executive /
Ono6peHo: Menemxep / Pyxoaonurenb
Manoj Kumar

\}&,,.)

Reprint Date /
Hata: 29.02.2024

Reprint Date /
Jara: 29.02.2024

Reprint Date /
Jlarta: 29.02.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India

Tel: +91 40 4900 2S00, Fax:

CIN: L35195AP1934PLCO04507
www,drieddys.com

+91 40 3900 2929, Email: mail@drreddys.com




Dr.Reddy’s “:‘

CERTIFICATE OF ANALYSIS
CEPTH®UKAT AHAJIM3A

Dr. Reddy's Labcratories 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
IIpoaykr: Ketopon™ Dkcnpecc (keToposiax) TabNeTKH, AUCIEPrHpyeMBble B MOJIOCTH pTa, 10 Mr

Batch No / : V2400242 Batch Quantity / : 3600000 tab /
Cepus Ne O6bem cepuu 3600000 Tab
Analytical Report No / + 040002436084 Date of Analysis / : 29.02.2024
AHaJuTHYecKHIi oTyeT No Jarta apaausa

Date of Manufacture / : 01/2024 Date of Expiry / : 12/2025
JlaTa npon3BoacTBa T'onen no

Analysis performed according ND / Anann3 nposenen no HJI:
JIII-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / u3menenue Nel ot
27.12.2021, uzmenenune Ne2 or 11.11.2022)

Page 2 of 8§ /Crp. 2 u3 8

No

No Test / ITokazaTennb

Results / Pe3ynbTaThl

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 yAepXHUBaHUA
OCHOBHOTO ITHKa Ha XpoMaTorpaMme
HCOBITYEMOr0  pacTBopa  JOJDKHO
COOTBETCTBOBATh BpEMEHH
yIOEpP)KUBAHHA OCHOBHOrO IHKa Ha
Xpomarorpamme pacTBopa
CTaHIApTHOro ofpaslia KeTopoJiaka
TpOMETaMHHa (paznen
«KonuuecTBeHHOE ONpeeIeHUEY).

Remarks: The Product conforms to ND/
IMpumeuanue: IlponykT cooTBeTcTByeT TpedopaHusm HJJ

Conclusion: APPROVED /
3axawuenue: OJIOBPEHO

Jara: 29.02.2024

Prepared by / Checked by / Approved by: Manager/Executive /
ITonrorosneHo: Santo [Mposepeno: Pardeep Kumar | Onobpeno: Menemxep / Pykosoauresns
Kumar Maurya \ : Manoj Kumar "l\_}ﬂ. wﬂ
— LGy
)
Reprint Date / Reprint Date / Reprint Date /

Jata: 29.02.2024

Jara: 29.02.2024

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

wwi drreddys.com



Dr. Reddy's Labcratories Ltd
Formulation Unit-6

@
DI’. Reddy,s ‘.... Vill. Khol, Nalagarh Road, Baddj,

Distt. Solan, H.P., 173 205, INDIA
Tel : +91 98166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS
CEPTUDHUKAT AHAJIM3A

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykr: Keropon® Okcnpecc (keToposiak) TabieTkH, AMCTieprupyemble B NONOCTH pTa, 10 Mr

Batch No / 1 V2400242 Batch Quantity / : 3600000 tab /
Cepns Ne Oo0bem cepHH 3600000 Tab
Analytical Report No / : 040002436084 Date of Analysis / : 29.02.2024
AHaJluTHyecKuii ordyer No JarTa ananusa

Date of Manufacture / : 01/2024 Date of Expiry / : 12/2025
Jara npoH3BoacTBa T'onen no

Analysis performed according ND / Ananus nposeaen no H/I:
JIII1-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / n3menenne Nel ot
27.12.2021, namenenne Ne2 or 11.11.2022)

Page30of 8/ Crp.3 m3 8

ioo Test / IlokasaTenn Results / Pe3ynbrats! Specification / Hopma
3 Identification Complies / CooTBeTCTBYET The  retention  times  of  2-
Butylhydroxyanisole / butylhydroxyanisole and 3-
IMoanmHHOCTH butylhydroxyanisole peaks on the
OyTHIrMAPOKCHAHH301 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 ynepUBaHHUA
MUKOB  2-OYTHITHAPOKCHAHM30JIA U
3-6yTHITHAPOKCHAHH30I1a Ha
XpoMarorpamme HCIIBITYEMOTO
pacTBOpa HOJDKHBI COOTBETCTBOBAThH
BpEMEHaM  YAEePXHUBaHHA  [TMKOB
2-0yTHWITHAPOKCHaHK30JIa u
3-0yTWIrHAPOKCHAHU30JIA Ha
XpoMaTorpaMmme pactBoOpa
CTaHAApPTHOTO obpasua
OyTUITMAPOKCHAHU301a (pasnen
«CopepxaHue
OyTHITrHAPOKCUAHU3OTIAY).
4 Average weight / Cpennsis 69.3 mg / 69.3 Mr 67.2 mg to 72.8 mg (70.0 mg + 4.0 %)./
Macca Ot 67,2 mMr o 72,8 mr (70,0 Mmr+ 4,0 %).
Remarks: The Product conforms to ND/ Conclusion: APPROVED /
Ipumeuanue: [Tpoaykt cootBeTcTBYeT TpeboBanusm HJI 3akawuenne: OJJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
IMoarotoenexo: Santosh IMposepeno: Pardeep Kumar | OnoGpeno: Menemxkep / Pykgeoantens
Kumar Maurya W ﬁ . Manoj Kumar @J
-
Reprint Date / Reprint Date / Reprint Date /
Hara: 29.02.2024 Hara: 29.02.2024 Hara: 29.02.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel): 491 20 4500 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1S84PLCO04507
www.drreddys.com




Dr.Reddy’s ":‘

CERTIFICATE OF ANALYSIS

Dr. Reddy's Laborateries Ltd

Formulation Unit-6

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

CEPTUOPUKAT AHAJIM3A

www.drreddys.com

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
ITpoaykT: Keropon® Bxcrnpece (keToponak) TabiIeTkH, AUCTIeprHpyeMble B MOJI0CTH pTa, 10 mr

BatchNo / 1 V2400242 Batch Quantity / : 3600000 tab /
Cepna Ne O6bem cepHH 3600000 Tab
Analytical Report No / : 040002436084 Date of Analysis / : 29.02.2024
AHaJuruyeckuii oTyer Ne JlaTa aHain3a

Date of Manufacture / : 01/2024 Date of Expiry / 1 12/2025
JlaTa npon3BoaCTBa I'open xo

Analysis performed according ND / Auanus nposeaen mo HJI:
JIII1-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / uzmenenne Nel ot

27.12.2021, namenenue Ne2 or 11.11.2022)

Page 4 of 8 /Crp. 4 u3 8
1}? Test / [loka3aTesb Results / Pe3ynbTathl Specification / Hopma
Uniformity of weight / Complies / CooTBeTCTBYET 18/20 tablets - not more than + 10 %
OAHOPOAHOCTb MacChl 2/20 tablets - not more than + 20 % /
18/20 Tabnetok — He Gonee + 10 %
2/20 Tabnerox — He 6onee £ 20 %
5 Disintegration time / 00 min 25 sec / 00 muH 25 cex Not more than 3 min / He 6osee 3 MuH
Pacnagaemoctb
6 Dissolution / PacTrBopenue Unit-1 / Ta6bn-1 106% Not less than 75% (Q) of
. C1sH13NO3+C4H1NOs (ketorolac
Unit-2 / Ta6n-2 98% tromethamine) in 15 min / He menee
Unit-3 / Ta61-3 97% 75% (Q)  CisHisNOs3;*CsH1NO;
. . (keToponaka  TpOMETaMMH)  dHepes
Unit-4 / Ta6n-4 97% 15 MUK
Unit-5 / Ta6bn-5 102%
Unit-6 / Tabn-6 96%
7 Fineness of Dispersion/ Complies / CoOTBETCTBYET A uniform suspension passing through a
JucnepcHocThb 710 pm sieve is formed. / O6pasyetca
ONHOPOJHAsT CYCTICH3Ms, MPOXOAAIIAs
CKBO3b CHTO C pa3sMepoOM OTBEpPCTHi
710 MKM.

Remarks: The Product conforms

ITpumeyanue: IlponykT coorseTcTBYeT TpeboBanusm HJI

to ND/

Conclusion: APPROVED /
3aknwyenne: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
IToaroroeneno: Sanigsh [Mposepeno: Pardeep Kumar | Onobpeno: Menemxep / Pykosoautesnb
Kumar Maurya ﬂﬂ@/ Manoj Kumar ' ﬁ

= Yo utsl
Reprint Date / Reprint Date / Reprint Date /
Jara: 29.02.2024 Jara: 29.02.2024 Hara: 29.02.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tal: +91 40 4900 2900, Fax: +91 40 1900 2999, Email: mail@drreddys.com

CIM: L85195AP1984PLCOC4A507
www. drreddys.com




Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS

CEPTUDPUKAT AHAJIM3A

Dr. Reddy's Laborateries Ltd
Formulation Unit-6

Vill. Khol, Nalagarh Road, Badd,
Distt. Solan, H.P.,, 173 205, IND1IA
Tel : +91 98166 56001-02
www.drreddys.com

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
IpoAykr: Keropon® Dkenpecce (keTopornak) TabneTkH, AUCTIeprupyeMBble B OJIOCTH pTa, 10 Mr

Batch No / : V2400242 Batch Quantity / : 3600000 tab /
Cepms Ne O6bem cepuH 3600000 Tab
Analytical Report No / : 040002436084 Date of Analysis / 1 29.02.2024
AHaJMTHYECKHH 0TyeT Ne JlaTa aHajau3a

Date of Manufacture / : 01/2024 Date of Expiry / : 12/2025
Jara npoH3BoacTBa I'onen no

Analysis performed according ND / Anann3 nposenen no HJI:
JIT1-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / n3menenune Nel ot

27.12.2021, uzmenenne Ne2 ot 11.11.2022)

Page5of 8/ Crp. Su3 8

Related impurities / PoacTBeHHble NpuMecH

ketorolac 1-hydroxy analog /
1-THAPOKCHAHATIOT

Below LOD (LOD = 0.0010 %) /
Huxe npenena obuapyxenus (I10 =

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

KeTopoJiaka 0.0010%)
ketorolac 1-keto analog/ 0.04 % Not more than 0.8 % / He 6onee 0,8 %
1-keToaHaJIor KeTopoJiaka
Any unidentified impurity / 0.02 % Not more than 0.5 % / He 6onee 0,5 %
eIMHUYHAs
HeuAeHTU(PUIMpOBaHHAS
MpUMECh
Total impurities / 0.1 % Not more than 1.0 % / He 6onee 1,0 %
CymMa npumeceit

9 Water / Boaa 2.8% Not more than 7.0% w/w /

He 6onee 7,0 %

10

Residual solvents by GC/ OcTaTouHble opraHiyeckue pacTBOPHTEH

Isopropyl alcohol /
HzomnponaHon

05 pg/tab /
05 Mkr B TabyeTke

Not more than 350 pg/tab /
He Gonee 350 MKT B TabneTKe

Remarks: The Product conforms to ND/
[Tpumeuanue: [IponykT cooTBeTcTBYeT TpeboBanusm HJ|

Conclusion: APPROVED /
3axmouenune: OJJOBPEHO

Prepared by /

IMToarorosneno: Santosh
Kumar Maurya :

Checked by /
ITpoeepeno: Pardeep Kumar

-

Approved by: Manager/Executive /
Onobpeno: Menemxkep / Pykopoaurens
Manoj Kumar .h ﬁ

L

Reprint Date /
Jlarta: 29.02.2024

Reprint Date /
Hata: 29.02.2024

Reprint Date /
Jara: 29.02.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: 491 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L35195AP1984PLCO04507

www.drreddys.com




Dr.Reddy’s ":‘

CERTIFICATE OF ANALYSIS

CEPTUPUKAT AHAJIM3A

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

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

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
HpoAykT: Ketopon® Dkcrnpecc (ketoposnak) TabneTku, AMCHEprupyemsle B MI0JI0CTH pTa, 10 Mr

BatchNo/ 1 V2400242 Batch Quantity / : 3600000 tab /
Cepsa Ne O6bem cepun 3600000 Tab
Analytical Report No / : 040002436084 Date of Analysis / : 29.02.2024
AnaJlyTH4ecKnii oruer No JlaTa anaau3za

Date of Manufacture / : 01/2024 Date of Expiry / : 12/2025
Jara npon3poacTsa I'onen o

Analysis performed according ND / Ananu3 nposenen no H/I:
JITI-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / u3menenne Nel ot

27.12.2021, usmenenne Ne2 or 11.11.2022)

Page 6 of 8 / C1p. 6 m3 8

11 | Microbial enumeration tests / MukpoGuoJsioruyeckasi Yyucrora*
a) Total Aerobic Microbial NA Not more than 1000 CFU/g /
Count / Ob1ee uncno He 6omree 1000 KOE/T
a3pOoOHBIX MHKPO-
OpraHHU3MOB
b) Total Combined Yeast NA Not more than 100 CFU/g /
and moulds count / Ob1mee He 6onee 100 KOE/r
YHCIIO JPOMIKEBBIX H
TUIECHEBBIX IPUGOB
¢) Escherichia Coli NA Shell be absent in 1 gram /
OtcytcTBue B 1 1
12 | Uniformity of dosage units / 5.7 Acceptance value (AV) not more than
OaHopoaHocTh 15.0 / IlpuemouHoe 3HayeHue (AV) He
AO3HPOBAHHS 6onee 15,0.
13 | Assay/KoanyecrBeHHOe 9.8 mg/9.8 Mr From 90mg to 11.0mg of
onpejaejeHue (98.1 %) CisH13NO3*C4H 1 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 Mmr C|5H13NO3‘C4H| |NO3
(xetoponaka tpomeramun) (ot 90,0 no
110,0 % OT 3asBNE€HHOr0 KOJNUUECTBA) B
TabneTke
14 | Butylhydroxyanisole 0.1019 mg/tab / Not less than 0.042 mg/tab /
content / Copepxkanue 0.1019 mr B Tabnetke He menee 0,042 mr B Tabnerke
Oy THIITHAPOKCHAHM30/1a

Remarks: The Product conforms to ND/ Conclusion: APPROVED /
Ilpumeuanue: IlponykT coorBercTByeT Tpebosanusam HJT 3axmouenne: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
INoarorosneno: Santosh ITposepeHo: Pardeep Kumar | OnobpeHo: Menemxkep / PykoBoauTelb
Kumar Maurya ( & ﬁ . Manoj Kumar @/
Reprint Date / Reprint Date / Reprint Date /

Jara: 29.02.2024 Jara: 29.02.2024 Jlara: 29.02.2024

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: L85195AP1984PLCO04507
www.drreddys.com



@
Dr.Reddy’s Q;-

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

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

CERTIFICATE OF ANALYSIS Tel : +91 98166 56001-02
CEPTUO®UKAT AHAJIA3A www.drreddys.com

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykr: Keropon® Dkcnpecc (ketoponak) TableTkH, AUCTIEPrUpyEMBbIe B TOJIOCTH pTa, 10 Mr

Batch No/ : V2400242 Batch Quantity / : 3600000 tab /
Cepma Ne O0Bem cepHu 3600000 Tab
Analytical Report No / : 040002436084 Date of Analysis / : 29.02.2024
AHaJluTHYeCKHiH oTdeT Ne laTa ananuza

Date of Manufacture / : 01/2024 Date of Expiry / : 12/2025
Jara npon3BoicTBa I'onen no

Analysis performed according ND / Ananun3s nposeaen no H/L:
JITI-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / u3menenne Nel or

27.12.2021, namenenne Ne2 ot 11.11.2022)

Page 7 of 8/ Crp. 7 u3 8

15 | Package/ Ynakopka

10 tablets in a blister of
(PA/AL/PE with
desiccant/HDPE) foil // (PE/AL)
foil. 2 blisters with patient
information leaflet in a carton
pack. / ITo 10 Tabnerok B
onucrepe u3z (ITA/AJ/IID ¢
Bnaronornotutenem/II19BIT)

doneru // (II3/AJ1) ¢onsru. Ilo
2 fnuctepa ¢ MHCTPYKLHMEH IO

10 tablets in a blister of (PA/AL/PE with
desiccant/HDPE) foil // (PE/AL) foil. 1
or 2 blisters with patient information
leaflet in a carton pack. / Ilo 10
Tabnetok B Oucrepe u3 (ITA/AJIIID ¢
praronornotutenem/[13BII) ¢onsru //
(T13/AJT) ponpru. 1o 1 unu 2 6aucTepa
C MHCTPYKUMEH [0 NPUMEHEHUIO B
NayKy KapTOHHYIO.

PUMEHEHHIO B
KapTOHHYIO.

mayky

16 | Labeling / MapknpoBka

According to ND / B coorBetcTBuu ¢ HJ

17 | Storage conditions /
XpaHenne

Below 25 °C. / Ilpu Temnepatype He Bbiue 25 °C.

18 | Shelf life / Cpox roqnocTn

2 years /2 roxa

* 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.
* [Ipu BHINYCKe JIEKapCTBEHHOI0 MpenapaTa KOHTPOJIL KayecTBa 1o nokasarenio «Mukpobuojiornyeckas
YHCTOTA» MPOBOAUTCS AJIS KAxA0i 20-0ii cepuH, HJIH AJIS OQHOI cepuH B roji, B 3aBMCHMOCTH OT TOI'0, YTO

HACTYIIMT paHbLUE,

Remarks: The Product conforms to ND/
[Tpumeuanue: I1poaykt cooTBercTByeT TpeboBanram HJI

Conclusion: APPROVED /
3akmouenne: OJIOBPEHO

JHara: 29.02.2024

Prepared by / Checked by / Approved by: Manager/Executive /
[oarorosneno: Santosh I[Iposepeno: Pardeep Kumar | OnoGpeno: Menemxkep / Pykospaurens
Kumar M f Manoj K =

umar Maurya @/\/ - anoj Kumar th‘hg‘ﬁﬁ)
Reprint Date / Reprint Date / Reprint Date /

Jara: 29.02.2024

Jlara: 29.02.2024

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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Dr.Reddy'’s ‘;‘

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

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

CERTIFICATE OF ANALYSIS Tel : +91 98166 56001-02

CEPTH®UKAT AHAJIU3A www.drreddys.com

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
HNpoayxr: Keropon” Dkenpecc (keToponak) TabieTky, AUCTIEprupyeMbie B MONOCTH PTa, 10 mT

Batch No / 1 V2400242
Cepust Ne

Batch Quantity / : 3600000 tab /
O0bemM cepun 3600000 Tab

Analytical Report No / : 040002436084
AHaJuTHYEeCKHil oTyeT Ne

Date of Analysis / : 29.02.2024
JlaTa ananm3a

Date of Manufacture / : 01/2024
Jara npou3BoJcTBa

Date of Expiry / : 12/2025
T'open no

27.12.2021, uzmenenne Ne2 or 11.11.2022)

Analysis performed according ND / Ananu3s nposenen no HJL:
JI1-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / usmenenune Nel ot

Page 8 of 8 /C1p. 8 m3 8
API name / Hanmenopanne A®C: Ketorolac tromethamine / Ketoponaka
TPOMETaMUH
INN/ MHH: Ketorolac / Ketoponak
API manufacturer batch number /
Howmep cepun npouspoautess ADC: BOHO0G437
FP Manufacturer API Batch number /
Howmep cepuu cy6cranuun npousoauress [JID: FEQA00575
API Manufactured by & country / Dr. Reddy's Laboratories Ltd., India /
Ipouspoautens ADC, cTrpana: JI-p Peputn'c Jlabopatopuc Jita., Muaus

Remarks: The Product conforms to ND/
[pumeuanue: [TpoaykT cooTBeTcTBYeT Tpebosanuam H/I

Conclusion: APPROVED /
3akmouenne: OJIOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
IToarororneno: Santosh IIposepeno: Pardeep Kumar | Ono6peno: Menemxep / Pykoonutess
Kumar Maurya (X\/// QL’/ Manoj Kumar @j

Reprint Date / Reprint Date /
Hata: 29.02.2024 | Mara: 29.02.2024

Reprint Date /
Jata: 29.02.2024
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