Dr.Reddy’s ‘;‘

CERTIFICATE OF ANALYSIS

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

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

CEPTU®PUKAT AHAJIU3A

www.drreddys.com

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
IIpoaykr: Keropon” Dkcnpecc (ketoposiak) TabneTky, AMCHIEPrUpyeMBIe B NONOCTH pTa, 10 mr

Batch No / : V2401135 Batch Quantity / : 3600000 tab /
Cepus Ne O0Bem cepuH 3600000 Tab
Analytical Report No / : 040002572581 Date of Analysis / 1 27.06.2024
AnanuTndeckuii oryer Ne Jara anannsa

Date of Manufacture / : 06/2024 Date of Expiry / : 05/2026
JlaTa npoH3BOACTBA T'open go

Analysis performed according ND / Anann3s nposexen mo HJI:
JIII-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11112022

Page1 of 8 /Crp. 1 u3 8

tablets with "|" debossed on one
side. / Kpyriele, miockue
TabneTkn ¢ ¢ackod, CBETIO-
KEJNTOr0 L[BETa C IPaBUPOBKOM
«» Ha OIHOH CTOpOHe.

;0 Test / IlokasaTenn Results / Pe3ynbTaTh! Specification / Hopma
1 Description / Onucanue Light yellow round flat beveled | Light yellow round flat beveled tablets

with "|" debossed on one side. /
Kpyrisle, mnockue TabneTky ¢ packou,
CBETJIO-XKENITOTO 1IBETa C IPaBUPOBKOI
«l» Ha omHOI1 cTOpOHE.

2 Identification / ITomTHHHOCTB

Ketorolac / Kernioponak

a) Byuv/
Y ®-cnexktpodoTomeTpus

Complies / CooTBETCTBYET

UV spectra of the test solution and
ketorolac  tromethamine  standard
solution should have peaks at the same
wavelength (= 2nm). / Y®-cnexTpsl
MOCJIOLIEHHUS UCTIBITYEMOTO0 pacTBOpa H
pacTBopa  cTaHHapTHOro  obpasua
KeToponaka TpPOMETaAMHHA  JOJDKHBI
HMETH MaKCHUMYMEI ITp1 OJHOH U TOM ke
JUTHHE BOJHBI (+ 2 HM).

Remarks: The Product conforms to ND/
Ipumeyanue: [IpoaykT cootBeTcTBYET Tpeboanusm HJL

Conclusion: APPROVED /
3axmouenne: OJIOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
IToarorosneHo: Santoslsg1 IIposepeno: Pawan Kumar Ono6peHo: Menekep / Pykosojiureis
Kumar Maurya Al Manoj Kumar ! ;_: { /
Reprint Date / Reprint Date / Reprint Date /

Hata: 27.06.2024 Hara: 27.06.2024 Jara: 27.06.2024

Registerad Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500024, Telangana, India
Tel: +91 40 4500 2300, Fax: +91 40 4960 2999, Email: mail@drreddys.com

CIN: L85195AP1984PL.CO04507
www.drreddys.com
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CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories Ltd
Formulation Unit-6

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

CEPTUO®UKAT AHAJIM3A

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Iponykt: Ketopon® Dkcnpecc (keroponak) TableTky, JUCHEPrupyeMble B MOJIOCTH pTa, 10 Mr

Batch No / : V2401135 Batch Quantity / : 3600000 tab /
Cepus Ne Oobem cepun 3600000 tab
Analytical Report No / : 040002572581 Date of Analysis / : 27.06.2024
AnanuTHYecKHH oTyeT Ne Jlara anannza

Date of Manufacture / : 06/2024 Date of Expiry / : 05/2026
JdaTa npon3BoacTBa T'onen no

Analysis performed according ND / Anayu3 npoBeaen no HI:
JITI-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11112022

Page2 of 8/ Crp. 2 m3 8

No

Test / IToka3zaTennb
No

Results / Pe3yapTaTsl

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). / BpeMa y#epXHBaHuUA
OCHOBHOTO IHKa Ha XpoMarorpamme
HCIILITYEMOTO  pacTBOpa  HOJDKHO
COOTBETCTBOBATE BPEMEHH
YIOCpP)KUBAHUS OCHOBHOTO IIHKa Ha
XpoMaTorpaMmme pacTBOpa
CTaHAAPTHOTO KeTOopoJlaka
TpOMeTaMHHa (paznen
«Konu4ecTBeHHOE OpeNeICHUEN).

obpazia

Remarks: The Product conforms to ND/

Conclusion: APPROVED /

ITpumeuanue: Ilpoaykr cooreercTByet Tpeboranusam HJJ

3axnwyenune: OJOBPEHO

Jara: 27.06.2024

JHara: 27.06.2024

Prepared by / Checked by / Approved by: Manager/Executive /
ITonrorosneHo: Santo% ITporepeno: Pawan Kumar Onobpeno: Menemxep / Pykosoputess
Kumar Maurya { Manoj Kumar / ﬁ

ury. A ),(7,___,_ ] junt..
Reprint Date / Reprint Ddte / Reprint Date /

Jara: 27.06.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +S1 40 4300 2999, Email: mail@drieddys.com
CIN: L85195AP1984PLCO04507

www drreddys.com




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

. -
Dr. ReddY’S ‘.... Viil. Khol, Nalagarh Road, Baddj,

Distt. Solan, H.P.,, 173 205, IND|A
Tel : +91 98166 56C01-02
www.drreddys.com

CERTIFICATE OF ANALYSIS
CEPTUPUKAT AHAJIMU3A

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Mpoaykr: Keropon® Dkcnpecc (keTopoiiak) TabIeTkH, AUCIEPrupyeMbIe B MOJOCTH pTa, 10 Mr

Batch No / 1 V2401135 Batch Quantity / : 3600000 tab /
Cepnsa Ne O6Bem cepuu 3600000 Tab
Analytical Report No / : 040002572581 Date of Analysis / : 27.06.2024
AHaTUTHYeCKHi oTyeT No Jlara ananusza

Date of Manufacture / : 06/2024 Date of Expiry / : 05/2026
Jara npon3BoicTea I'omen o

Analysis performed according ND / Ananu3 nposeaen nmo HJI:
JII1-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11112022

Page3of 8/ Crp.31u3 8

Jljb N Test / [TokasaTesb Results / Pe3ynbTaTsl Specification / Hopma
3 Identification Complies / CooTBeTcTBYET The  retention = times of  2-
Butylhydroxyanisole / butylhydroxyanisole and 3-
IoanuHHOCTH butylhydroxyanisole peaks on the
Oy TUJITMAPOKCHAHM30JI 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 yAepKXHBaHHA
OMKOB  2-OYTWITMAPOKCHAHM30TA U
3-6yTHIrHAPOKCHAHU3011a Ha
XpoMaTorpaMmme HCHBITYEMOTO
pacTBOpa HOJDKHBI  COOTBETCTBOBATh
BpeMEHAM yIOCePKUBAHHIA MTHKOB
2-6yTHITHAPOKCHAaHU301a "
3-6yTHITHIPOKCHAHH30IIA Ha
XpoMaTorpaMme pacTrOpa
CTaHIapTHOTO obpasia
6YTUNTHIPOKCHAHU30JIa (pazmen
«Copaepxanue
OYTHITHAPOKCHAHU30JIax).
4 Average weight / Cpeausist 69.5 mg / 69.5 Mr 67.2 mg to 72.8 mg (70.0 mg + 4.0 %)./
macca OT1 67,2 Mr 1o 72,8 Mr (70,0 Mr+ 4,0 %).
Remarks: The Product conforms to ND/ Conclusion: APPROVED /
ITpumeuanue: [Ipoaykt coorsercTByeT TpeboBanuam HJI 3akmouenune: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[MoaroroeneHo: Santosh IIposepeno: Pawan Kumar Onobpeno: Menemxep / PykoBoaurens
Kumar Maurya J% 5] Manoj Kumar {
— ——— R
Reprint Date / Reprint Date / Reprint Date /
Hata: 27.06.2024 Hara: 27.06.2024 Hara: 27.06.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 506024, Telangana, india
Tel: +91 40 4500 2900, Fax: +91 40 4300 2999, Email: mail@drraddys.com
CIN: L85195AP1984PLCO04S07
www.drreddys.com



Dr.Reddy’s ":'

CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories |td
Formulaticn Unit-6

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

CEPTUO®UKAT AHAJIU3A

www.direddys.com

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykr: Keropon® Dkenpecc (keToponak) TabNeTKH, JUCTIEPTUPYEMBIE B TOJIOCTH pTa, 10 Mr

Batch No / : V2401135 Batch Quantity / : 3600000 tab /
Cepus Ne O6bem cepun 3600000 Tab
Analytical Report No / : 040002572581 Date of Analysis / : 27.06.2024
AHannTHYecKHii oT4eT Ne Jara anayu3a

Date of Manufacture / : 06/2024 Date of Expiry / : 05/2026
JlaTa npoH3BOACTBA I'onen no

Analysis performed according ND / Ananms nposenen mo HJI:
JII1-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11112022

Page4 of 8/ C1p. 4 u3 8

;Ibo Test / [IokazaTean Results / Pesynbrats Specification / Hopma
Uniformity of weight / Complies / COOTBETCTBYET 18/20 tablets - not more than = 10 %
OaHOPOAHOCTH Macchl 2/20 tablets - not more than + 20 % /

18/20 Tabnerok — He 6onee £ 10 %
2/20 Tabnetok — He Gonee = 20 %

5 Disintegration time / 00 min 15 sec / 00 MuH 15 cex Not more than 3 min / He 6onee 3 mun
Pacnagaemoctb

6 Dissolution / PacTBopeHnne Unit-1 / Ta6bxa-1 96% Not less than 75% (Q) of

. Ci1sH 3NO3C4H 1 1NO3 (ketorolac
Unit-2 / Ta6n1-2 93% tromethamine) in 15 min / He meHee
Unit-3 / Ta6i-3 100% 75% (Q)  CisHisNO3*CsH1iNOs

. ) (keToponaka  TpoMeTaMMH)  4epes
Unit-4 / Tabn-4 97% 15 MuH
Unit-5 / Tabn-5 95%

Unit-6 / Tabn-6 99%

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

HAucnepcHocTh 710 pm sieve is formed. / O6pasyeTcs
ONHOpPOJHAS CYCIEH3MsA, NPOXOoAsAIlas
CKBO3b CUTO C pa3MEpOM OTBepCTUil
710 MKM.

Remarks: The Product conforms

ITpumeuanue: [Ipoxyxr coorBercTBYeT TpeboBaHusaM HJI

to ND/

Conclusion: APPROVED /
3axkmouenune: OQAOBPEHO

Prepared by / Checked by / Approved by: Manager/Exccutive /
[MoxarororneHo: Santos]}.;;q_‘k IIpoBepeHo: Pawan Kumar Ono6peno: Menemxep / PykoBoauTesib
Kumar Maurya = L/ Manoj Kumar a8

Reprint Date / Reprint Date / Reprint Date /

Hara: 27.06.2024 Jara: 27.06.2024 Jlara: 27.06.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 506024, Telangana, India
Tel: +91 40 4500 23900, Fax: +91 40 4900 2999, Email: mail@drraddys.com

CIN: LS5195AP1984PLCO04E07
www.drreddys.com



Dr.Reddy’s ‘f‘

CERTIFICATE OF ANALYSIS

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

Viil. Khol, Nalagarh Road, Badd,
Distt. Sofan, H.P., 173 205, INDIA
Tel : +91 98166 56001-02
www.drreddys.com

CEPTUO®HUKAT AHAJIM3A

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
MponxyxTt: Ketopon™ Dkcnpecc (keToposiak) TabieTkH, AUCHeprupyemble B noioctu pra, 10 mr

Batch No / : V2401135 Batch Quantity / : 3600000 tab /
Cepus Ne O0bemM cepun 3600000 tab
Analytical Report No / : 040002572581 Date of Analysis / : 27.06.2024
AnaauTHyeckui oTdeT Ne JlaTta anaaunza

Date of Manufacture / : 06/2024 Date of Expiry / : 05/2026
JlaTa npou3BoACTBa T'ogen no

Analysis performed according ND / Anann3s nmposeaen nmo HJI:
JIII1-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11112022

PageSof 8/ Crp. S5u3 8

8 Related impurities / PoacTBeHHbIe Tpumecu

ketorolac 1-hydroxy analog /
1-ruppokcuananor
KeTopoJiaka

ketorolac 1-keto analog/
1-keToaHaNOr KeTOpoIaka

Below LOQ (LOQ = 0.0032%) / Huxe
npenena KOJTUYECTBEHHOTO
onpenenenus (ITKO = 0.0032%)

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

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

0.03%
Any unidentified impurity / Not more than 0.5 % / He 6onee 0,5 %
eIMHHUYHas
HeuaeHTUHLUPOBaHHAA
TIpUMech 0.01%
Total impurities / 0.0382 % Not more than 1.0 % / He 6onee 1,0 %
CymMa npumecei
9 Water / Bona 2.6% Not more than 7.0% w/w /

He 6oiee 7,0 %

10 | Residual solvents by GC/ OcTaTo4yHble OpranM4eckue pacTBOPUTENH

Isopropyl alcohol /
Hzomnponaxon

8 ug/tab /
8 MKr B Tabnerke

Not more than 350 pg/tab /
He 6onee 350 Mkr B TabneTxe

Remarks: The Product conforms to ND/
Ipumeuanne: [Ipoaykr cooTBeTcTBYET TpeboBanusM HJ{

Conclusion: APPROVED /
Baxkiawuenne: OJOBPEHO

Prepared by /
[MoarorosneHo: Santosl@,
Kumar Maurya A

m—

Checked by /
[Tposepeno: Pawan Kumar

R

Approved by: Manager/Executive /
OnobpeHo: Menemiep / Pykosoaurens
Manoj Kumar '

Reprint Date /
Hara: 27.06.2024

Reprint Date /
Mara: 27.06.2024

Reprint Date /
Jata: 27.06.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 506034, Telangana, India
Tel: +91 40 4500 2900, Fax: +51 40 49G0 2999, Email: mail@drreddys.com

CIN: L§5195£P1984PLCO04507
www.drreddys.com




Dr.Reddy’s ":'.

CERTIFICATE OF ANALYSIS

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

Viil. Khol, Nalagarh Road, Baddj,
Distt. Solan, H.P, 173 205, INDJA
Tel : +91 98166 56001-02
www.direddys.com

CEPTUOUKAT AHAJIM3A

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Mponykr: Keropon® Dkcnpecc (keToposak) TableTku, AMCHepripyeMbie B nosiocty pra, 10 mr

Batch No / : V2401135 Batch Quantity / : 3600000 tab /
Cepus Ne O6bem cepun 3600000 Tab
Analytical Report No / : 040002572581 Date of Analysis / : 27.06.2024
AHanuTHYEeCKHH oTyeT No JlaTa aHanu3a

Date of Manufacture / : 06/2024 Date of Expiry / : 05/2026
Jata npou3BoacTBA T'ogen xo

Analysis performed according ND / Ananus nposexen no HJI:
JITI-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11112022

Page 6 of § / Ctp. 6 3 8

11 | Microbial enumeration tests / Mukpobnoaoruyeckasi 4ucTora*

a) Total Aerobic Microbial NA Not more than 1000 CFU/g /
Count / Ob1ee 4yucio He 6onee 1000 KOE/r
a’pOOHEIX MHUKPO-
OpraHu3MOB
b) Total Combined Yeast NA Not more than 100 CFU/g /
and moulds count / O6miee He 6onee 100 KOE/r
YHCJIO APOAOKEBBIX U
IUTECHEBBIX TPUOOB
¢) Escherichia Coli NA Shell be absent in 1 gram /
OtcyTcTBUE B 1 T
12 Uniformity of dosage units / 55 Acceptance value (AV) not more than
OaHOpOOHOCTE 15.0 / TlpremouHoe 3HadeHue (AV) He
I03HpOBAHUS 6onee 15,0.
13 Assay / KonnyecTBeHHoOe 9.9 mg/9.9 mMr From, 90mg to 11.0mg of
ompenesieHne (98.8 %) C15H13NO3°C4H;1NO; (ketorolac
tromethamine) (from 90.0 to 110.0 % of
the label claim) per a tablet / Ot 9,0 Mr
pile] 11,0 MT C15H13NO3'C4H11NO3
(xetoponaka TpomeraMuH) (ot 90,0 no
110,0 % oT 3a9BIECHHOIO KOJHYECTRA) B
Tabnerke
14 | Butylhydroxyanisole 0.0939 mg/tab / Not less than 0.042 mg/tab /
content / Coaepxanne 0.0939 wmr B Tabnerke He menee 0,042 Mr B TabsieTke
Oy THIITUAPOKCHAHM30J12

Remarks: The Product conforms to ND/
TTpumeuanue: IIpoaykT coorBeTcTBYET TpeboBaHusM HJI

Conclusion: APPROVED /
3axmouenune: OJIOGPEHO

Prepared by / Checked by / Approved by: Manager/Exceutive /
[Moarorosneno: Santoshp MNpoeepeno: Pawan Kumar OnobpeHo: Menemxkep / Pykosoauresis
Kumar Maurya KZQ 4 - Manoj Kumar <

Reprint Date / Reprint Date / Reprint Date /

Hata: 27.06.2024 Hara: 27.06.2024 Hara: 27.06.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 506024, Telangana, India
Tel: +91 40 4500 2900, Fax: +91 40 43G0 2999, Email: mail@drraddys.com

CIN: L85185AP1984PLCO04ECT
www.drreddys.com



Dr.Reddy’s “:‘

CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories Lid
Formulation Unit-6

Viil. Khol, Nalagarh Road, Baddi.
Distt. Solan, H.P.,, 173 205, INDJA
Tel : +91 98166 56C01-02

CEPTU®UKAT AHAJIU3A

www.direddys.com

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
IIpoaykt: Keropon® Dkenpece (keToposak) Tabnerky, aucreprupyemsie B nonocetu pra, 10 mr

Batch No / : V2401135 Batch Quantity / : 3600000 tab /
Cepus Ne O0bem cepuH 3600000 Tab
Analytical Report No / : 040002572581 Date of Analysis / : 27.06.2024
AnanuTHyeckdii oTyer Ne JlaTa anaju3za

Date of Manufacture / : 06/2024 Date of Expiry / : 05/2026
JlaTa npoH3BOACTBA I'open go

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

Page 7of 8/ Crp. 7uz 8

15

Package / YnakoBka

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. / Ilo 10 Tabnetox B
6aucrepe w3 (IA/AJI/IID ¢
Biaromnoriorurenem/[I12BII)

¢oneru // (I13/AJ1) donsru. Ilo
2 Gmuctepa ¢ HHCTPYKUMel IIo
HNPHMEHEHHIO B navyKy

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 6aucrepe u3 (IA/AJI/TID ¢
pinaronornotuteneM/I13BII) ¢onarru //
(T15/AJ]) dbonbru. [To 1 unu 2 6iuctepa
¢ MHCTpYKUMEH N0 NPHUMEHEHHUIO B
Navyky KapTOHHYIO.

16

Labeling / MapkupoBka

According to ND / B cootBetctBuu ¢ H]

17

Storage conditions /
XpaHenue

Below 25 °C. / ITpu Temniepatype He Bbiie 25 °C.

18

Shelf life / Cpok rogHocTu

2 years / 2 ronga

* 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 BbIIIyCKe NeKaPCTBEHHOro NpenapaTa KOHTPO/Ib KauecTBa No NoKa3aTe o « MukpodHooruieckast
YHCTOTA» MPOBOAMTCS ARt Kaxkaoi 20-oii cepuu, Han AJist OAHOM cepHH B FO/i, B 3ABUCHMOCTH OT TOT0, YTO
HACTYIHUT paHblUe.

Remarks: The Product conforms to ND/
Ipumeuanue: IIpoaykTt cooTBeTcTBYET TpeOopanusam HJJ

Conclusion: APPROVED /
3axmoyenne: OJIOBPEHO

Prepared by /
IToaroroeneno: Santosh
Kumar Maurya A

.'IP/

Checked by /
[MporepeHo: Pawan Kumar

Approved by: Manager/Executive /
OnobpeHo: Menemxep / PykoBOAHTENb
Manoj Kumar

L

-

Reprint Date /
Hara: 27.06.2024

Reprint Date /
Jata: 27.06.2024

Reprint Date /
Hata: 27.06.2024

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@drraddys.com

CIN: L85195AP1984PLCO04S07

www.drreddys.com



. Dr. Reddy's Laboratories Ltd.
D d ’ ‘..O Formulation Unit-6
& o . -
Viil. Khol, Nalagarh Road, Baddi,
r.Re dy S N¢ Distt. Solan, H.P., 173 205, IN DA
Tel : 491 98166 56001-02

CERTIFICATE OF ANALYSIS www.direddys.com
CEPTU®PUKAT AHAJIM3A

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
IIpoaykt: Ketopon® Dkcnpecc (keToponak) TableTky, JMCIeprupyemble B MojocTH pra, 10 Mr

Batch No / : V2401135 Batch Quantity / : 3600000 tab /
Cepnsa Ne O06nem cepun 3600000 Tab
Analytical Report No / : 040002572581 Date of Analysis / : 27.06.2024
AvanuTHYecKuii oTuyer Ne JlaTta anaam3sa

Date of Manufacture / : 06/2024 Date of Expiry / : 05/2026
Jara npoH3BOACTBA I'ogen no

Analysis performed according ND / Anann3s nposeanen no HJL:
JITI-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11112022

Page 8 of 8/ C1p. 8 m3 8

API name / HaumeHoBaHnue A®C: Ketorolac tromethamine / Ketoponaka
TPOMETaMHH

INN / MHH: Ketorolac / Ketoposak

API manufacturer batch number / ABRH002812

Homep cepun npoussoautenas ADC:

FP Manufacturer API Batch number / FERA00194

Homep cepuu cy6cTanuum npoussoautens IJIdD:

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

Ipouszsogurennr APC, crpana: J-p Peanu'c Jlaboparopuc JIta., Magus
Remarks: The Product conforms to ND/ Conclusion: APPROVED /
IMpumeuanme: IlpoaykT cooTBeTcTBYeT Tpebopanusim HJI 3akiawuenue: QJJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
IMoarorosneHo: SantoshAJ i [posepeno: Pawan Kumar OnobpeHo: Menemxkep / PykoBoanTess
Kumar Maurya 44 b, Manoj Kumar "
Reprint Date / Reprint Date / Reprint Date /
Jara: 27.06.2024 JHara: 27.06.2024 Jara: 27.06.2024

Registerad Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500024, Telangana, india
Tel: +91 40 4800 2900, Fax: +91 40 4960 2999, Email: mail@drraddys.com
CIN: L85195AP1984PLCO04507
www.drreddys.com



