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-G2

CEPTUDPUKAT AHAJIM3A

www.drreddys.com

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
ITpoaykr: Keropon™ Dkcnpecc (ketoposiak) TabneTku, AUCTIEprupyeMble B MoiocTH pra, 10 mr

Batch No / 1 V2401441 Batch Quantity / : 3600000 tab /
Cepls No Oo6nem cepHH 3600000 Tab
Analytical Report No / : 040002605363 Date of Analysis / : 29.07.2024
AnaJdTHYecKHii oTyeT Ne Jara ananusa

Date of Manufacture / : 07/2024 Date of Expiry / : 06/2026
Jdara npou3BoacTsa I'onen no

Analysis performed according ND / Auanus npopegen mo H:
JITI-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11112022

Page1 of 8/ Crp. 1 u3 8

No s .

o Test / IlokazaTens Results / Pe3ynbrats! Specification / Hopma

1 Description / Onucanue Light yellow round flat beveled | Light yellow round flat beveled tablets
tablets with "|" debossed on one | with "|" debossed on one side. /
side. / Kpyrasle, nnockune | Kpyrnele, miockue Tabnetku ¢ $packott,
Tabnetku ¢ (ackoi, CBETNO- | CBETIIO-XKENTOrO LBeTa C IPaBUPOBKOM
’KeJNTOro LBeTa ¢ rpaBUpOBKOM | «l» Ha onHOH cTOpOHE.
«|» Ha 0IHOH CTOpOHeE.

2 Identification / [TonmMHHOCTE

Ketorolac / Kemoponax

a) ByUv/
Y®-cnektpodoTomMeTpus

Complies / COOTBETCTBYET

UV spectra of the test solution and
ketorolac  tromethamine  standard
solution should have peaks at the same
wavelength (£ 2 nm). / Y®-cniekTpsl
HOIJIOUIEHHS HCIBITYEMOrO PacTBOpa U
pacTBOopa  cTraHmapTHOro  obpasua
KeTopoJiaka TPOMETaMHHA  JOJIKHBI
UMETh MAaKCUMYMBI [IPH OJXHOH U TOM XK€
IUTMHE BOJIHEI (£ 2 HM).

Remarks: The Product conforms to ND/
TTpumeyanue: TIponykT contreTeTryeT Tpefnranuam HJT

Conclusion: APPROVED /
Rakmuenue: OJIORPEHO

Prepared by / Checked by / Approved by: Manage}/Executive /
[Moarotoeneno: Santosh IIpoeepeno: Pawan Kumar OnobpeHo: Menemxep / PykosganTteinb
Kumar Maurya Abhishek Chauhan | P
Reprint Date / Reprint Date / Reprint Date / \

Jlata: 29.07.2024 Jara: 29.07.2024 Jara: 29.07.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: 491 4G 4900 2900, Fax: +91 40 4900 2998, Email: maii@drreddys.com
CIN: L85195AP1984PLC024507

www.drreddys.com




Dr.Reddy’s ‘,‘:‘

CERTIFICATE OF ANALYSIS

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

Vill. Khol, Natagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDI|A
Tel : 491 98166 56001-02

CEPTU®UKAT AHAJIN3A

www.drreddys.com

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
IpoAykr: Ketopon®™ Dkenpecc (keToponak) TabneTky, AMcneprupyeMble B nonocty pra, 10 mr

BatchNo / 1 V2401441 Batch Quantity / : 3600000 tab /
CepHi Ne O6bem cepnH 3600000 Tab
Analytical Report No / : 040002605363 Date of Analysis / : 29.07.2024
AHaJliTHYecKH#H oTyeT No JlaTa anajH3a

Date of Manufacture / : 07/2024 Date of Expiry / : 06/2026
JdaTrAaupou3poacrea TI'oaen go

Analysis performed according ND / Ananus nposenen no H/I:
JIT1-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11112022

Page2 of 8/ Crp.2 n3 8

NOT

Test / [Toka3zaTenb
No

Results / PezynbraThl

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). / Bpemsa ynaepxuBaHus
OCHOBHOTO TMHKa Ha XpOMaTorpamme
HCTIBITYEMOTO  pactBopa  JAOJDKHO
COOTBETCTBOBATh BpPEMEHH
yaepKMBaHHA OCHOBHOTO TIHKAa Ha
XpOMaTorpamme pacTBOpa
CTaHJapTHOTO o06pa3lia KeTopolaka
TpOMeTaMHHa (paznen

«KonuyecTBeHHOE onpeneneHne») 5

Remarks: The Product conforms to ND/

ITpumcuanic: IpoaykT coorscTcTByCT TpcboBanmam HT

Conclusion: APPROVED /
3axuouenne: OJJOBPEHO

Hara: 29.07.2024

Jara: 29.07.2024

Prepared by / Checked by / Approved by: Manager/Executiye /
TToaroToBneHo: Santos];\:éx- IIposepeHo: Pawan Kumar Ono6peHo: Menemkgp / Pykosgnurens
Kumar Maurya o _/:{- Abhishek Chauhan L

Reprint Date / Reprint Date / Reprint Date /

Jara: 29.07.2024

Registered Cffice: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 49G0 2900, Fax: +91 40 4900 2998, Ernail: maii@drreddys.com
CIN: L85195AP1984PLCOD4507

www.drreddys.com



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

@
Dr, Reddy,s q-... Vill. Khol, Nalagarh Road, Baddi,

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

CERTIFICATE OF ANALYSIS Tel : +91 98166 56001-02
CEPTUPUKAT AHAJH3A www.drreddys.com

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
IpoAykT: Keropon® Dkcnpecc (keToponak) TabneTkH, AUCIIEprupyeMble B N0JIOCTH pTa, 10 Mr

BatchNo / 1 V2401441 Batch Quantity / : 3600000 tab /
CepHa Ne O0Bem cepnn 3600000 Tab
Analytical Report No / : 040002605363 Date of Analysis / : 29.07.2024
AnaJiuTHyeckHii oTyeT Ne JlaTa ananau3za

Date of Manufacture / : 07/2024 Date of Expiry / : 06/2026
JdaTa npon3BoacTea T'ogen no

Analysis performed according ND / Anann3s nposeaes no H/I:
JIT1-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11112022

Page3 of 8/ C1p.3 u3 8

;}0 Test / [loka3aTesb Results / Pe3ynbTraTsl Specification / Hopma
3 Identification Complies / CooTBeTCTBYET The retention  times of 2-
Butylhydroxyanisole / butylhydroxyanisole and 3-
MoannHHOCTH butylhydroxyanisole peaks on the
Oy THJITHAPOKCHAHU30J 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 yH@epxuBaHUA
MUKOB  2-OyTUNTHOPOKCHAHM3OMA |
3-6yTUnruapoKcuaHu3oNa Ha
Xpomarorpamme UCTIBITYEMOTO
pacTBopa JAOJDKHBI COOTBETCTBOBAThb
BpeMeHaM yaepKUBaHUs MHUKOB
2-0yTUNTHIPOKCHAHM301a "
3-0yTUIrHIPOKCHAHH30JIa Ha
XpoMaTorpaMmme pacTBOpa
CTaHapTHOTO obpaszia
6yTUArMIPOKCHAHU30MIA (pa3nen
«Conepxanue
OYTHITHAPOKCHAHU30]1a»).
4 Average weight / Cpeguss 69.6 mg / 69.6 mMr 67.2 mg to 72.8 mg (70.0 mg + 4.0 %). /
macca Ot 67,2 Mr no 72,8 mr (70,0 Mmr+ 4,0 %).
Remarks: The Product conforms to ND/ Conclusion: APPROVED /
TTpuMcranuc: poaykr cooTeeTeTRYCT TpcOboBarmam 11]7] 3axmwouenne: OJOLIPEIIO
Prepared by / Checked by / Approved by: Magager/Executive /

[TonroroeneHo: Santosl,)lay/ IIposepeno: Pawan Kumar Onobpeno: Menemkep / Pykosoauresins
Kumar Maurya e z Abhishek Chauhan J 'D
: \ |

Reprint Date / Reprint Date / : Reprint Date /
Jara: 29.07.2024 Hara: 29.07.2024 Jara: 29.07.2024

Registered Cffice: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 4G 49C0 2900, Fax: +91 40 4900 2998, Email: maii@drreddys.com
CIN: L85195AP1984PLCOD4507
wwyv.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

CEPTUOUKAT AHAJIM3A

www.drreddys.com

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Hpoaykr: Keropon® Dkcnpece (keToposak) TabneTky, ANCHEprupyeMbie B MONOCTH pTa, 10 mr

Batch No/ : V2401441 Batch Quantity / : 3600000 tab /
Cepnsa Ne O6beM cepun 3600000 Tab
Analytical Report No / : 040002605363 Date of Analysis / : 29.07.2024
AHaJuTHYecKHil oTUeT Ne Jlara ananmsa

Date of Manufacture / : 07/2024 Date of Expiry / : 06/2026
JaTa npon3BoAcTBa Topen 1o

Analysis performed according ND / Ananu3 nposeaen no HJI:
JII1-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11112022

Page4 of 8/ Crp. 4 3 8

Jllo Test / [Ioka3aTennb Results / Pe3ynpTaTsl Specification / Hopma
Uniformity of weight / Complies / COOTBETCTBYET 18/20 tablets - not more than = 10 %
OaHOPOAHOCTH MACChI 2/20 tablets - not more than + 20 % /

18/20 Ttabierok — He 6Gonee =10 %
2/20 Tabnetok — He Honee + 20 %

5 Disintegration time / 00 min 20 sec / 00 mun 20 cek Not more than 3 min/ He 6onee 3 muH
PacnagaemocTb

6 Dissolution / PacTrBopenue Unit-1/ Tabn-1 100% Not less than 75% (Q) of

. Ci5H13NO3¢C4H ;1 NO; (ketorolac
[GnigreriSiatin LU tromethamine) in 15 min / He Menee
Unit-3 / Tabn-3 100% 75% Q) CisHisNO3+CsHi1NO;s

) . (kxeToponaka  TpPOMETaMMH)  4epes
Unit-4 / Tabn-4 102% 15 Muu
Unit-5 / Tabn-5 100%

Unit-6 / Taba-6 100%

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

JucnepcHOCTh 710 ym sieve is formed. / Obpazyercs
OMHOPOAHAs CYCIIEH3MA, NPOXOAIas
CKBO3b CHTO C pa3MepOM OTBEPCTHUH
710 MKM.

Remarks: The Product conforms to ND/

TMTpumeganue” TpanykT contreteTryeT Tpeforanuam HJT

Conclusion; APPROVED /
Raxnngenane: (JIORPFHO

Prepared by / Checked by / Approved by: Manager/Executive /
[Toarororneno: Santosh ) Ilporepeno: Pawan Kumar OnobpeHo: Menemxep / PykoBoguresns
Kumar Maurya ké:: B% Abhishek Chauhan T

] == - /.
Reprint Date / Reprint Date / Reprint Date / N~—""
Jata: 29.07.2024 Hara: 29.07.2024 Jara: 29.07.2024

Registered Cffice: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4960 2900, Fax: +91 40 4900 2998, Ernail: maii@drreddys.com
CIN: L85195AP1984PLC0O04507

wwv.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, INDI|A
Tel : +91 98166 56001-02

CEPTH®UKAT AHAJIU3A

www.drreddys.com

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Hpoaykr: Keropon® Dkcnpecc (keToposak) TabIeTKH, AMcNeprupyemele B NoJIocTH pra, 10 mr

Batch No / : V2401441 Batch Quantity / : 3600000 tab /
Cepua Ne O6mbem cepun 3600000 Tab
Analytical Report No / : 040002605363 Date of Analysis / : 29.07.2024
AHajJuTHyecKHH oTyer No JlaTa aHaau3a

Date of Manufacture / : 07/2024 Date of Expiry / : 06/2026
Jdata npou3BoxcrBa T'oaen no

Analysis performed according ND / Ananu3 nposenen mo HJI:
JITI-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11112022

PageSof 8/ Crp. S m3 8

8 Related impurities / PoncTeeHnsle pHMecH

| ketorolac 1-hydroxy analog /
1-ruapokcHananor
KeToposaka

ketorolac 1-keto analog/
1-KeToaHaTOr KeTOpOIaKa

Any unidentified impurity /
€AUHHYHas
HeMEeHTH(ULMPOBaHHAs
MpHMeCh

Below LOQ (LOQ = 0.0032 %) /
Hrxe npeaena koian4ecTBEHHOTO
onpeaenenus ([TKO = 0.0032 %)

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

0.04%

Not more than 0.8 % / He 6osee 0,8 %

0.01%

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

Total impurities /
CymMa npumecei

0.1%

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

9 Water / Boaa

32%

Not more than 7.0% w/w /
He 6onee 7,0 %

10 Residual solvents by GC/ OcTraTo4yHble OpraHH4ecKHe pacTBOPUTENH

Isopropyl alcohol /
W3onponaxon

10 pg/tab /
10 Mkr B TabneTke

Not more than 350 pg/tab /
He 6osiee 350 Mkr B TabneTKe

Remarks: The Product conforms to ND/

IMpumedanue: Ilponykr coorBercTByeT Tpebosanuam HJI

Conclusion: APPROVED /

Prepared by / Checked by / Approved by: ManagetyExecutive /
[ToaroTosneno: Santoshy, IIpoBepeno: Pawan Kumar OnobpeHo: Menemxep | Pykosoaurens
Kumar Maurya N~ X Abhishek Chauhan

Reprint Date / Reprint Date / Reprint Date / \
JHata: 29.07.2024 Hara: 29.07.2024 Hara: 29.07.2024

Registered Cffice: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangansz, India
Tel: +91 40 4960 2900, Fax: +91 40 4900 2995, Erail: maii@drreddys.com
CIN: L85195AP1984PLC0O04507

wwye.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

CEPTHO®UKAT AHAJIN3A

www.drreddys.com

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykr: Keropon® Dkcnpecc (keroposak) TableTku, AMCEPrHpyeMble B TOJIOCTH pTa, 10 Mr

Batch No / : V2401441 Batch Quantity / : 3600000 tab /
Cepus Ne O6bem cepun 3600000 Tab
Analytical Report No / : 040002605363 Date of Analysis / : 29.07.2024
AHANHTHYECKHI oTUeT No JlaTa ananu3za

Date of Manufacture / : 07/2024 Date of Expiry / : 06/2026
JaTa npou3soacTsa TI'open xo

Analysis performed according ND / Ananu3s nposenen mo H/I:
JIII-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11112022

Page 6 of 8 / Crp. 6 u3 8

11 | Microbial enumeration tests / MukxpoGuooruyeckas yucrora*
a) Total Aerobic Microbial NA Not more than 1000 CFU/g /
Count / Ob11ee yucno He 6omee 1000 KOE/r
a3poOHBIX MUKPO-
OpraHu3MOoB
b) Total Combined Yeast NA Not more than 100 CFU/g /
and moulds count / Obutee He 6onee 100 KOE/r
YHUCIIO PONOKEBBIX U
TUTECHEBBIX IPUOOB
¢) Escherichia Coli NA Shell be absent in 1 gram /
OtcyTcTBHE B 1 T
12 | Uniformity of dosage units / 2.1 Acceptance value (AV) not more than
OnnopoaHOCTh 15.0 / [IpuemouHoe 3HaueHue (AV) He
J03UPOBAHHUSA 6onee 15,0.
13 Assay / KoinuecTBeHHOE 99 mg/9.9wmr From 90mg to 11.0mg of
onpeaejeHHe (99.3 %) CisH13NO3*C4H | 1NO3 (ketorolac
tromethamine) (from 90.0 to 110.0 % of
the label claim) per a tablet / Ot 9,0 Mr
o 1 1,0 M C15H13NO3°C4H11NO3
(xetoponaka TpoMeramuH) (ot 90,0 no
110,0 % OT 3asBJIEHHOrC KOJIMYECTBA) B
TabiaeTke
14 | Butylhydroxyanisole 0.0938 mg/tab / Not less than 0.042 mg/tab /
content / CopgepxaHue 0.0938 mr B Tabnerke He menee 0,042 mr B TabneTke
OyTHJITHAPOKCHAHU30J1A

Remarks: The Product conforms to ND/

IMpumeuanue: IIpoaykT cooTBercTByeT TpeboBanuam HJI

Conclusion: APPROVED /
3axmouenune: OJJOBPEHO

Prepared by / Checked by / Approved by: Managgr/Executive /
IToarorosneno: Santos ITpoeepeno: Pawan Kumar OnobGpeHo: Meunemxkep / Pykosoanyens
Kumar Maurya 9,5 L Abhishek Chauhan I
Reprint Date / Reprint Date / | Reprint Date /

Jara: 29.07.2024 Jata: 29.07.2024 Jara: 29.07.2024

Registered Cffice: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 49G0 2900, Fax: +91 40 4900 2995, Email: maii@drreddys.com
CIN: L85195AP1984PLC0D4507

wwve.drreddys.com



Dr.Reddy’s ":’.

CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories [td.
Formulation Unit-6

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

CEPTUPUKAT AHAJIU3A

www.drreddys.com

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
IpoAykT: Ketopon® Dkcrnpecc (keToposnak) TabneTkH, AUCTIeprupyeMble B MOJNOCTH pTa, 10 Mr

BatchNo/ : V2401441 Batch Quantity / : 3600000 tab /
Cep#a Ne O6bem cepuu 3600000 Tab
Analytical Report No / : 040002605363 Date of Analysis / : 29.07.2024
AxaJlnTHyecKHii oTuyeT No JlaTa ananuza

Date of Manufacture / : 07/2024 Date of Expiry / : 06/2026
Jlata npoHsBoacTBa T'omen o

Analysis performed according ND / Auanus nposeaen no HJI:
JII1-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11112022

Page 7 of 8/ Crp. 7 u3 8

15 | Package/ Ynakoska

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. / o 10 Tabnerok B
6mucrepe w3 ([MTA/AJITID ¢
BaaronoriotuteneM/I12BIT)
donsru // (II3/AJ]) doneru. Ilo
2 6nuctepa ¢ UHCTpyKLUEH Mo
NPUMEHEHUIO B nayKy
KapTOHHYIO.

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
tabnerok B 6mucrepe n3 (ITA/AJI/TID ¢
paaronorjorutenem/[19BIT) donsru //
(I13/AJ1) donsru. Io 1 win 2 6auctepa
C HHCTPYKUMEH IO NPUMEHEHHIO B
rMayKy KapTOHHYIO.

16 Labeling / MapkupoBka

According to ND / B cooteetctBuu ¢ HJJ,

17 Storage conditions /
XpaHeHue

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

18 | Shelf life / Cpok roanoctH

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.
* Ilpu BhINYCKE JIeKapCTBEHHOI0 NpenapaTa KOHTPOJIb KauyecTBa Mo nokasaresto «MukpobHosornieckas
YHCTOTA» NMPOBOANTCS AJIs1 KAaxnoii 20-0ii cepuu, MK 1JTsl OAHOI CEpPHH B rofl, B 3aBUCHMOCTH OT TOr0, YTO

HACTYNIUT paHbllIe.

Remarks: The Product conforms to ND/
ITpumeuanue: IlpogykT coorBeTCcTBYET TpebopanusM HJI

Conclusion: APPROVED /
3akmouenne: OJOBPEHO

Jlata: 29.07.2024

Hara: 29.07.2024

Prepared by / Checked by / Approved by: Manager{Executive /
IToarotosneHo: Santos][r ITposepeno: Pawan S(umar Onobpeno: Menemxep APykosogurens
Kumar Maurya YS%: a _X | Abhishek Chauhan

Reprint Date / Reprint Date / Reprint Date /

Jara: 29.07.2024

Registered Cffice: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, india
Tel: +91 40 49G0 25900, Fax: +91 40 4900 2998, Ernail: maii@drreddys.com

CIN: L85195AP1984PLC0OJ4507
ww.drreddys.com



Dr. Reddy's Laboratories Ltd.
@e Forrmulation Unit-6
Dr. Reddy’s ".. Vill. Khol, Nalagarh Road, Badidj,
. Distt. Solan, H.P., 173 205, INDJ|A
Tel: +91 98166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS
CEPTUOHUKAT AHAJIM3A

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
IpoaykT: Keropon"™ Dkcrpecce (keToposiak) TabNETKH, ANCTIEPTUPYEMBIE B MOJIOCTH pTa, 10 Mr

Batch No / : V2401441 Batch Quantity / : 3600000 tab /
CepHs Ne O6bem cepun 3600000 Tab
Analytical Report No / : 040002605363 Date of Analysis / : 29.07.2024
AHaJuTHuyecKHii oTyeT No JlaTa anaau3a

Date of Manufacture / : 07/2024 Date of Expiry / : 06/2026
JaTa npou3zBoacTBa TI'ooen xo

Analysis performed according ND / Anann3z nposeaen no HJI:
JIII-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11112022

Page 8§ of 8 / C1p. 8 m3 8

APIname / HaumenoBaune APC: Ketorolac tromethamine / Ketoponaka
TPOMETaMKH

INN/ MHH: Ketorolac / Keropounak

API manufacturer batch number / ABRH004345

Homep cepun npoussoautens A®C:

FP Manufacturer API Batch number / FERA00299

Homep cepum cyocTaHunu npouspoautens [JId:

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

IIpouseoautenan ADC, crpana: H-p Pennu'c Jlabopartopuc JIta., UHaus
Remarks: The Product conforms to ND/ Conclusion: APPROVED /
ITpumeyanue: IlpoaykT coorBeTcTBYET TpeboBanuam HJI 3axaouenne: OJOEPEHO
Prepared by / Checked by / Approved by: Mangger/Executive /
INoarorosnexo: Santosh ITpoeepeno: Pawan Kumar Onobpeno: Menemiep / Pykogonuresns
Kumar Maurya @ }'\7 Abhishek Chauhan| 1

P D

Reprint Date / Reprint Date / Reprint Date /
Jara: 29.07.2024 Jarta: 29.07.2024 Hara: 29.07.2024

Registered Cffice: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telanganz, India
Tel: +91 4G 48G0 2900, Fax: +91 40 4900 2998, Ermail: maii@drreddys.com
CIN: L85195AP1984PLCO04507
www.drreddys.com



