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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

ng:ggﬁgiﬁiﬁllﬁgils www.drreddys.com
Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Hponyxr: Ketopon™ Sxenpece (ketoponak) TabneTky, IMCOEprupyeMsie B 1010CTy pra, 10 Mr
Batch No / 1 V2400620 Batch Quantity / : 3600000 tab /
Cepns Ne Obnem cepun 3600000 Tab
Analytical Report No / : 040002500324 Date of Analysis/ : 24.04.2024 —
AnannTHIECKAH 0T4eT No Hara amannza
Date of Manufacture / : 04/2024 Date of Expiry / : 03/2026
Jara npou3BoJCTBa I'open oo
Analysis performed according ND / Anaau3 nposegen mo H]I:
JIT-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11112022 N

Page1 of 8 /Cap. 1 u3 8

No

Test / IlokasaTtens
Ne

Results / Pe3ynbsraTsl

Specification / Hopma

1 Description / Onucanne

Light yellow round flat beveled
tablets with "|" debossed on one
side. / Kpyrible, mmIockue:
tabnetkn ¢ ¢dackoit, cBemIio-
KEITOro IBeTa C rpaBUPOBKOH
«|» Ha 0fHOH CTOpOHE.

Light yellow round flat beveled tablets
with "' debossed on one side. /
Kpyruble, miockne TabjaeTkH ¢ Gackoi,
CBETIIO-XKEJITOrO 1BETa C IPaBUPOBKOM
«l» Ha ofiHOM CTOpOHE.

2 Identification / [ToanHHHOCTE

Ketorolac / Kemoponax

a) Byuv/
Y®-cnextpodoromerpus

Complies / CooTBETCTBYET

UV spectra of the test solution and
ketorolac  tromethamine  standard
solution should have peaks at the same
wavelength (£ 2 nm). / Y®-ciekTpsl
TIOIJIONIEHUS UCIIBITYEMOTO pacTBopa U
pacTBopa  craHmapTHoro  obpasua
KETOpollaka TPOMETAMMHA  JOJIKHBI
HMETh MaKCHMYMBI TIpU OAHOM M TOM ke
IUTHHE BOJHBI (+ 2 HM).

Remarks: The Product conforins to NI/

Ipumeyanue: [Ipoxykr cooTBeTcTBYET TpeGoranuam HJT

Conclusion: APPROVED /
3axarouenne: OJOBPEHO

Prepared by / } Checked by / Approved by: Managey/Executive /
INogrorosneHo: Santos&v I[Tposepeno: Pardeep Kumar | Onobpeno: Meremxgp / Pykosonurens
Kumar Maurya ﬁ Abhishek Chauhan

Reprint Date / Reprint Date / Reprint Date /

Hara: 24.04.2024 Hara: 24.04.2024 Hara: 24.04.2024

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

wwwedrreddys.con:




Dr.Reddy’s Q':'.

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

Vill. Khol, Nalagarh Road, Badd;,
Distt. Solan, H.P., 173 205, INDIA
Tel : 491 98166 56001-02

CERTIFICATE OF ANALYSIS e —
CEPTUDOUKAT AHAJIM3A ‘ b '

[Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg

Hpoayxr: Keropon® Dkcnpecc (keToponak) TabieTky, AUctieprupyemsie B noaocTH pra, 10 mr

Batch No / : V2400620 Batch Quantity / : 3600000 tab /

Cepns Ne O6bem cepun 3600000 Tab
Analytical Report No / : 040002500324 Date of Analysis / 3 24.04.2024
AnannTHUecKHH oTueT Ne Jlara ananuza 1]
Date of Manufacture / : 04/2024 Date of Expiry / : 03/2026
JaTa NpOM3BOJCTBA Togen po

Analysis performed according ND / Ananuz nposesen mo HJL:
JITI-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11112022

Page2 of 8 /Crp. 2 u3 8
;‘0 Test / IToxazaTess Results / Pesynbratsl Specification / Hopma

b) By HPLC / BOXX

Complies / CooTBeTCTBYET

* tromethamine standard solution (Assay

The retention time of the main peak on
the chromatogram of test solution
should correspond to that on the
chromatogram of ketorolac

section). / BpeMa ynepXuBaHUA
OCHOBHOTO THKa Ha XpOMaTrorpaMme
HCOEITYEMOr0  pacTBopa  HOJDKHO
COOTBCTCTBOBATh BPEMCHH
YIEpXKWBaHHsI OCHOBHOIO INHKa Ha
XpOMaTorpamme pacTBopa
CTaHAapTHOro o06pa3la KeTopoNaka
TpOMeTaMMHa (paznen

«KonnyecTBeHHOE onpeneneﬂpre»).

Remarks: The Product conforms to ND/ Conclusion: APPROVED /
ITpumeuanue: [lpoaykt cootsercTByeT Tpebosanusm HJJ 3akmouenune: ONOBPEHO

Prepared by / Checked by / Approved by: Managej/Executive /
ITogroroenero: Santosh ITposepeHo: Pardeep Kumar | Omo6pero: Menemkef / Pyxosoauresns
Kumar Maurya g}__ Qﬁ/ Abhishek Chauhan

Reprint Date / Reprint Date / Reprint Date /

JlaTa: 24.04.2024 Hata: 24.04.2024 Hara: 24.04.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tei: +91 40 4900 2900, Fax: +91 40 4200 7999, Fmail- maii@drraddys rom

CIN: L85195AP1984PLCO04507
www.drreddys.com



Dr.Reddy’s Q':'.

CERTIFICATE OF ANALYSIS

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

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

CEPTHOHKAT AHAJIM3A

www.drreddys.com

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Hpoayxkr: Ketopon® Dxenpece (keToponak) TabneTky, Ancneprupyemsie B nonocty pra, 10 mr

Batch No/ 1 V2400620 Batch Quantity / : 3600000 tab /
Cepus Ne O6bem cepuu 3600000 Tab
Analytical Report No / : 040002500324 Date of Analysis / 1 24.04.2024
AnasuTHUecKHH oTdeT Ne Jara ananuza

Date of Manufacture / : 04/2024 Date of Expiry / : 03/2026
Jara npoM3BoacTBa Tomen no

Analysis performed according ND / Ananuz nporegen no HJI:
JII-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11112022

Page3of 8 /Crp.3 u3 8

Oy THIrHAPOKCHAHU30/

JI:, . Test / IloxazaTenb Results / Pe3yneraTsl Specification / Hopma

3 Identification Complies / CooTBeTCTBYET The  retention  times of  2-
Butylhydroxyanisole / butylhydroxyanisole and 3-
MoaanHHOCTH butylhydroxyanisole peaks on the

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). / DBpeMeHa YAEPXKMBaHHS
NHKOB  2-OyTHATMAPOKCHAHH3ONA U
3-6yTHNTHAPOKCHAHH30Ta Ha
XpoMarorpamMme HCIIBITYEMOrO
pacTeBopa JOJDKHBI COOTBETCTBOBATH
BpEMEHaM  YAep>XKHBaHHUA TIHKOB'
2-0Y 1 MAPORCUAHM 301 U
3-6y THITHAPOKCHAHH30IIa Ha
XpomaTorpamMe pacTBopa
CTaHJapTHOTO obpazua
OyTIWITHAPOKCHAHN30M1a (paznen
«ConepxaHue

OYTHITHAPOKCHAHU30JIaY).

mMacca

4 Average weight / CpenHsis

69.8 mg / 69.8 Mr

67.2 mg to 72.8 mg (70.0 mg = 4.0 %). /
Ot 67,2 mr o 72,8 mr (70,0 Mr+ 4,0 %).

Remarks: The Product conforms to ND/
Ipumevanue: [lpoaykT cooTBeTrcTByeT Tpeboranmam HJ

Conclusion: APPROVED /
3akmouennc: OJOBPEHO

Hara: 24.04.2024

Jara: 24.04.2024

Prepared by / Checked by / Approved by: Manager/Executive /
[loaroToBneno: Santosh Ilpoeepeno: Pardeep Kumar | Onobpeno: Menemwkey/ PykosoauTesis
Kumar Maurya (- Abhishek Chauhan

e "
Reprint Date / Reprint Date / Reprint Date /

JHara: 24.04.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tei: +91 40 490(_) 2900, Fax: +51 40 4300 2999, Email: maii@drraddys.com
CIN: L85195AP1984PLCO04507

www.drreddys.com




Dr.Reddy’s ":‘

CERTIFICATE OF ANALYSIS

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

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

CEPTHOHKAT AHAJIU3A

www.drreddys.com

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Hpoayxr: Keropon” Dienpece (keToponak) TabieTky, AUCIEprupyemMbic B nonocty pra, 10 mr

Batch No / : V2400620 Baich Quantity / : 3600000 tab /
Cepus N2 Obnem cepun 3600000 Tab
Analytical Report No / : 040002500324 Date of Analysis / 1 24.04.2024
AnaiATHYIECKHH oT9eT No Jara anaanza

Date of Manufacture / : 04/2024 Date of Expiry / : 0372026
Jara npoM3BoACTBA I'cen oo

Analysis performed according ND / Anann3 nposegen mo H/I:

JIII-004929-011119 (amend Nel from 27.12.2021, amend No2 from 11112022

Paged of 8§/ C1p. 4 u3 8

No

Test / ITokazaTennb
Ne

Results / Pe3ynsTathl

Specification / Hopma

Uniformity of weight /
OXHOPOIHOCTH Macchl

Complies / CooTReTCTRYET

18/20 tablets - not more than £ 10 %
2/20 tablets - not more than + 20 % /
18/20 Tabnerok — He Gonee + 10 %
2/20 tabneTok — He bonee + 20 %

JucrepcHocTh

5 Disintegration time / 00 min 18 sec /00 MuH 18 cex Not more than 3 min / He 6onee 3 Mmug
PacnagaemocTtb
6 Dissolution / PacTBopenne Unit-1/ Ta6n-1 103% Not less than 75% (Q) of
. C1sH3NO3+C4H 11 NOs (ketorolac
Unit-2 / Ta6-2 103% tromethamine) in 15 min / He MeHee
Unit-3 / Tabn-3 107% | 75% (Q)  CisHisNO3+*CsHNO3
. . (keToponaka  TPOMETaMHH)  YE€DE3
Unit-4 / Tabn-4 103% 13 Eompei
. Unit-5 / Tabn-5 104%
Unit-6 / Tabn-6 103%
7 Fineness of Dispersion/ Complies / COOTBETCTBYET A uniform suspension passing through a

710 pm sieve is formed. / O6pa3syerca
ONTHOPOJIHast CYCIMEH3Us, NPOXONAILAA
CKBO3b CHUTO C DPasMEpOM OTBEPCTHH
710 MxM.

rs

Related impurities / PogcTBeHHbIE NPRMECH

Recmarks: The Product conforms

Ilpumeuanue: poxykT cooTBeTcTBYeT TpeboBanusam HJT

to ND/

Conclusivn: APPROVED /
3axkmouenne: OJOBPEHO

Prepared by / Checked by / Approved by: Managey/Executive /
IoaroropneHo: Santo IIposepeno: Pardeep Kumar | Ono6peno: Menemiefy/ PYkoBogHTe/ b
Kumar Maurya A . Abhishek Chauhan _

Reprint Date / Reprint Date / Reprint Date /

Hara: 24.04.2024 Hara: 24.04.2024 Hara: 24.04.2024

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: maii@drreddys.com

CIN: [85195AP1984PLC004507
www.drraddys.con




Dr.Reddy’s “:'.

CERTIFICATE OF ANALYSIS

CEPTHOHKAT AHAJIU3A

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
Mpoaykr: Ketopon® Skcnpecc (keToponak) TabneTky, AUCeprupyembie B nonocty pra, 10 mr

Batch No / : V2400620 Batch Quantity / : 3600000 tab /
CepHfi No ObnemM cepin 3600000 Tab
Analytical Report No / : 040002500324 Date of Analysis / : 24.04.2024
AnaNHTHYecKHil oTuyer No Jara ananusa

Date of Manufacture / + 04/2024 Date of Expiry / + 03/2026
Jara npoH3BoaCTBA I'onen xo

Analysis performed according ND / Anamis nposefen no H/I:
JITI-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11112022

Page50f8/Crp.5u3 8

1-rugpokcHaHasor
KeTopoJaka

ketorolac 1-hydroxy analog /

ketorolac 1-keto analog/

Below LOQ (LOQ = 0.0032 %) /
Huxe npenena KonHyeCTBEHHOTO
onpenenchus (TTIKO = 0.0032 %)

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

Not more than 0.8 % / He Gonee 0,8 %

1-keToaHanor KeToponaka 0.06 %
Any unidentified impurity / Not more than 0.5 % / He 6osee 0,5 %
eIMHUYHAs
HeueHTHPHLIMPOBaHHAs 0.03 %
MpUMeECh
Total impurities / 0.1% Not more than 1.0 % / He 6onee 1,0 %
CymMMa npuMecen
9 Water / Boxa 24% Not more than 7.0% w/w /

He 6onee 7,0 %

10 Residual solvents by GC/ OcTtaTo4nbie OpraHH4yecKHe PacTBOPUTEIH

Isopropyl alcohol /
Hzonponanon

10 pg/tab /

Not more than 350 pg/tab /

10 Mkr B TabneTke

He 6oiee 350 Mkr B TabieTke

Remarks: The Product conforms to ND/
Hpemcaannc: TIpoayRT covib syt 1pebopaniam 111

Conclusion: APPROVED /
Jaruwuenne; OJOLI'EIIO

Hara: 24.04.2024

Hara: 24.04.2024

Prepared by / Checked by / Approved by: ManagerfExecutive /
Ioarorosnexno: Santosh [MpoBepeno: Pardeep Kumar | Onobpeno: Menemkey// Pykoroaurens
K M j i Abhi

umar Maurya & s bhishek Chauhan
Reprint Date / Reprint Date / Reprint Date /

Jara: 24.04.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4300 2999, Email: maii@drreddys.com
CIN: L85195AP1984PLCA04507

wiwvw.drreddys.com




Dr.Reddy’s ‘g‘

CERTIFICATE OF ANALYSIS

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

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

CEPTUOPUKAT AHAJIU3A

www.drreddys.com

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Hpoaykr: Keropon™ Sxenpecc (keToponak) TabneTku, AHCneprupyembie B N0JI0CTH pra, 10 Mr

Batch No / : V2400620 Batch Quantity / :+ 3600000 tab /

Cepus Ne Oobem cepun 3600000 Ta6
Analytical Report No / : 040002500324 Date of Analysis / : 24.04.2024
AnanuTHIecKui oTICT Ne Jara anammza ]
Date of Manufacture / : 04/2024 Date of Expiry / + 03/2026

JlaTa npoM3BOACTBA I'ogen oo

Analysis performed according ND / Auanu3 nposenen no HJIL:
JII1-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11112022

Page 6 of 8/ Crp. 6 n3 8

11 | Microbial enumeration tests / Mukpo6uosioruueckas yucrora*
a) Total Aerobic Microbial NA Not more than 1000 CFU/g /
Count/ Obuiee yucno He 6onee 1000 KOE/r
a3po6HEBIX MEKpO-
OpraHu3MOB
b) Total Combined Yeast NA Not more than 100 CFU/g /
and moulds count / O6uiee He 6onee 100 KOE/r
YHCJIO IPONOKEBBIX U
IUIECHEBBIX TPUGOB
c) Escherichia Coli NA Shell be absent in 1 gram /
OtcyrcTBue B I
12 | Uniformity of dosage units / 6.9 Acceptance value (AV) not more than
OaHOpPOAHOCTH 15.0 / ITpuemouHoe 3HaueHHe (AV) He
JO3HPOBAHHA 6onee 15,0.
13 | Assay/KoJsnyecTrBeHHOe 9.9 mg /9.9 mr From 90mg to 11.0mg of
onpegeJicHHE (98.9 %) Ci5H3NO3+C4H1NOs (ketorolac
tromethamine) (from 90.0 to 110.0 % of
the label claim) per a tablet / Ot 9,0 Mr
o  11,0mr  CisHisNO3*CsHiiNOs
(xetoponaka TpoMeraMuH) (ot 90,0 no
110,0 % OT 3a9BICHHOr0 KOJIHYECTBA) B
TabneTke
14 | Butylhydroxyanisole 0.0943 mg/tab / Not less than 0.042 mg/tab /
content / Copepxanue 0.0943 mr B Tabnetke He menee 0,042 mr B Tabnerke
OYyTHArNAPOKCHAHM30/1A J

Remarks: The Product conforms to ND/
[Ipuveuanwe: IponykT cooTeeTcTBYET TREHOBAHHAM HII

Conclusion: APPROVED /
Rakayenne: QOJJIORPEHQ

Prepared by / Checked by / Approved by: Managgr/Executive /
INoarorosneHo: Santosh IMpoBepeno: Pardeep Kumar | Omobpero: Menemxép / Pykogpaurens
Kumar Maurya a’\:_, £ Abhishek Chauhan ?O
Reprint Date / Reprint Date / Reprint Date / :

Jlata: 24.04.2024 Hata: 24.04.2024 Jlata: 24.04.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4500 2999, Email: maii@drraddys.com

CIN: L85195AP1984PLC004507
www.drreddys.com




Dr.Reddy’s ":'.

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

vili. Khol, Nalagarh Road, Baddi,
Distt. Selan, H.P., 173 205, INDIA
Tel : +91 98166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS
CEPTHOHKAT AHAJTM3A

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Mponyxt: Keropon® Bxcnpecc (ketoposiak) TabieTkH, JHCOSPTHPYEMbIE B MONOCTH pTa, 10 M1

Batch No/ : V2400620 Batch Quantity / : 3600000 tab /
Cepusn Ne Obnem cepun 3600000 Tab
Analytical Report No / : 040002500324 Date of Analysis / 1 24.04.2024
AnajiiTirecknii orger Na Jarta ananuza

Date of Manufacture / : 04/2024 Date of Expiry / : 03/2026
JlaTa pOH3BOACTBA Tonen no

Analysis performed according ND / Anann3 nposesen no H/I:
JIT1-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11112022

Page7of 8 /Crp. 7u3 8

10 tablets in a blister of | 10 tabletsinablister of (PA/AL/PE with

15 | Package/YnakoBka
(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. / ITo 10
information leaflel in a carton | Ta6netok B 6nuctepe n3 (IA/AJVIID ¢
pack. / Ilo 10 Tabnetok B | Braronornoturenem/ITOBII) doneru //
6nucrepe u3  (TA/AJVIID ¢ | (TIO/AJT) oneru. ITo 1 w2 6nucrepa
snaronorjorureneM/ITIBII) C MHCTpYKLIHMEH 1o MpUMEHeHHIO B
dosera // (I12/AJI) doneru. Tlo | mauxy KapTOHHYIO.
2 OnHcTEpa ¢ WHCTPYKLMEH no
NPUMEHEHHIO B nayky
KapTOHHYIO.

16 | Labeling / MapkupoBka According to ND / B cootsercrun ¢ HJT

17 | Storage conditions / Below 25 °C. / Ilpu Temneparype He Boiue 25 °C.

XpaHeHne
18 Shelf life / Cpox roasocTu 2 years / 2 ropma !

* 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.

* IIpu BbINYycCKe JeKAPCTBEHHOI0 NPeNapaTa KOHTPOJIb KaUecTBa No nokasareNnto «MHKpoGHoIoriHecKast
YHCTOTA» MPOBOAMTCS AJisT Kaxoit 20-0fi cepHM, K AJIA OAHOMN CEPHH B rojl, B 33BHCHMOCTH OT TOr0, 4TO

HACTYIHT pPaHblle.

Kumar Maurya gﬂ‘/uf

API name / Hanmenosaune A®C: Ketorolac tromethamine / KeToponaka
TpOMETaMHH
Remarks: The Product conforms to ND/ Conclusion: APPROVED /
[pumerauie: Hpoaykr cooTreTcTRYCT Tpehomannam HIY Raxmnuenus: NJINEPEHN
Prepared by / Checked by / Approved by: Managep/Executive /
MoaroroemeHo: Santosh Iposepeno: Pardeep Kumar | Ono6peHo: Menemkep / Pykogoantens
Abhishek Chauhan

o

Reprint Date /
Hara: 24.04.2024

Reprint Date / Reprint Date /
Hata: 24.04.2024 Hara: 24.04.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Teil: 491 40 4900 2900, Fax: +91 40 4300 2999, Email: maii@drraddys.com

CIN: L85195AP1984PLC0O04507
www.drreddys.com




Dr.Reddy'’s Q':'.

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

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

CERTIFICATE OF ANALYSIS

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

CEPTHOHUKAT AHAJIH3A

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Iipoaykr: Keropon® Skenpece (keroposiak) TabneTiH, AMCOCPIHPYEMbIC B MOJTOCTH pra, 10 Mr

Batch No / : V2400620 Batch Quantity / : 3600000 tab /
Cepua Ne O6BeM cepiit 3600000 Tab
Analytical Report No / : 040002500324 Date of Analysis / : 24.04.2024
Apanurnueckuii oruer No Jara aHanH3a I

Date of Manufacture / : 04/2024 Date of Expiry/ : 03/2026
Jdara npoH3BOACTBA Topen po

Analysis performed according ND / Anann3 nposeaen no H:
JIIE-004929-011119 (amend Nel from 27.12.2021, amend No2 from 11112022

Page8 of 8/ Crp. 8 m3 8

| INN/MHH:

Ketorolac / Ketoponak

Howmep cepimn cyberauunn npoussopnrens [JID:

API manufacturer bgtch nqmbcr / ABRH001225
Homep cepun npoissoaurens ADC:
FP Manufacturer API Batch number / FERA00142

API Manufactured by & country /
[poussoaurens ADC, eTpana:

Dr. Reddy's Laboratories Ltd., India /
J-p Peuni'c Jlaboparopuc Jita., Munus

Remarks: The Product conforms to NI/

[pumeuanue: IIpoayKT COOTBETCTBYET TpeOOBAHNAM HI

Conclusion: APPROVED /
3axmouenwe: OJJOBPEHO

Prepared by /
IogroTtoeneno; Santosh
Kumar Maurya (o

| Checked by /
IpoeepeHo: Pardeep Kumar

Abhishek Chauhap

Reprint Date /
Jlara: 24.04.2024

Reprint Date /
Jlata: 24.04.2024

Reprint Date / !
Jara: 24.04.2024

Registered Office: 8-2-337, Road No. 3, 8anjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2500, Fax: +91 40 4900 2993, Email: maii@drraddys.com

CIN: L85135AP1984PLC0O04507
www.drreddys.com




