Dr.Reddy’s ":‘

CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories Lty

Formulation Unit-6

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

CEPTUOHUKAT AHAJIM3A

www.drreddys.com

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Mpoaysr: Ketopon™ Skenpece (keroponak) TabneTku, AUCNIEpPryHpyeMeie B M0J0CTH pra, 10 Mr

Batch No / : V2401095 Batch Quantity / : 3600000 tab /
Ceprn Ne O0beM cepun 3600000 Tab
Analytical Report No / : 040002569147 Date of Analysis / : 29.06.2024
AHAJIHTHUCCKHE oTueT No Hara anaaHsa

Date of Manufacture / : 05/2024 Date of Expiry / : 04/2026
Jara npou3BoAcTBa T'omen mo

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

Page1of8/Crp.1u3 8

tablets with "[" debossed on one
side. / Kpyrnsile, mnrockue
Tabnetku ¢ (acko#, ceerno-
JKENTOro LBETA C IPaBMPOBKOH
«I» Ha oaHoii cTopoHe.

;lo Test / [loka3aTens Results / PezynbTatet Specification / Hopma
1 Description / Onicanne Light yellow round flat beveled | Light yellow round flat beveled tablets

with "[" debossed on one side, /
Kpyrieie, nnockue tabnerku ¢ packoi,
CBETJIO-XENTOr0 LBETa C rPABUPOBKOIA
«l» Ha 0THOM CTOpOHE.

2 Identification / TTopanHHOCTL

Ketorolac / K emgpoﬂak

a) ByUv/
V&-cnexkrpodoTomeTpus

Complies / CooTBETCTBYET

UV spectra of the test solution and
ketorolac  tromethamine standard
solution should have peaks at the same
wavelength (= 2 nm). / Y®-crnekTpsl
HOTJIOIIEHHA UCTILITYEMOTO PacTBOpa M
pacTBopa  CTaHZapTHoro  obpasua
KETOpONaKa TPOMETaMWHA  JOJKHbI
MMETh MaKCUMYMEI [IPH O HOH H TOM Xxe
IUTUHE BOJHLI ( 2 HM).

Remarks: The Product conforms to ND/
Ipumesanite: Hponykr coorBercTByer Tpebosanuam HJJ

Conclusion: APPROVED /
3axmouenue: OJJOBPEHO

Prepared hy / Checked hy / Approved hy Manager/Fyerutive /
IMonroTorneHo: Santo‘skﬁ// INposepeno: Pawan Kumar Onobpeno: Menemwxkep / Pykopoaurenb
Kumar Maurya 4 ’,11 Manoj Kumar )

Reprint Date / Reprint Date / Reprint Date /

Jlara: 29.06.2024 Hara: 29.06.2024 Jata: 29.06.2024

Registered Cffice: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500024, Telangana, India
Tel: +91 40 4900 2900, For: +81 40 49G0 2999, Email: mail@drreddys.com

CIN: LS51954P1381PLCO04S07

wvv drreddys.com

ey




Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories | tg
Formulation Unit-6

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

CEPTHOUKAT AHAJIM3A

www.drreddys.com

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

Hponyxr: Ketopon™ Dkenpece (ketoposnak) TabaeTiu, JHCICPIHPYeMble B MOIOCTH pTa, 10 mMr

Batch No/ : V2401095 Batch Quantity / : 3600000 tab /
Cepna Ne O6bem cepiu 3600000 Tab
Analytical Report No / + 040002569147 Date of Analysis / : 29.06.2024
AHaauTHIecKkuii oTyeT Ne JaTa aHan3a

Date of Manufacture / : 05/2024 Date of Expiry / : 04/2026
Jara npon3BoACTBa I'oaen po

Analysis performed according ND / Ananu3s nposegen no HJI:
JII-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11112022

Page2of 8/ Cip. 2 mz 8

No

N Test / Iloka3zaTenn

Results / PesynsTaThl

Specification / Hopma

b) By HPLC /B2XX

Complies / CooTreTCTBYET

The retention time of the main peak on
the chromatogram of test solution
should comrespond to that on the
chromatogram of ketorolac
tromethamine standard solution (Assay
section). / Bpema yaepKuBaHHUsA
OCHOBHOIO TIMKA Ha XpOMaTorpamMme
HCIBITYEMOTO  pacTBOpa  JOJDKHO
COOTBETCTBORATH BpEMEHH
YIEp)KHBAaHHUS OCHOBHOIO NHKA Ha
XpoMarorpamMme pacTBOpa
CTaHOapTHOrO o06pasma KeToposaka
TpOMETaMHHA (paznen
«KonHuecTBeHHOE ONpeNesIEHHE).

Remarks: The Product conforms to ND/

IIpumeuanmue: ITpoaykT cooTBeTcTBYET Tpeboranuam HJT

Conclusion: APPROVED /
3akmouenne: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
TloarorornieHo: Santos [Ipoeepeno: Pawan Kumar Onobpeno: Menemkep / Pykosoautelis
Kumar Maurya 4 ] 1___ Manoj Kumar

Reprint Date / Reprint Date / Reprint Date /

Jlata: 29.06.2024 Hara: 29.06.2024 Hara: 29.06.2024

Registarad CHice: $-2.337

Sk

iRoad No. 3, Banjars

1800 2S00, Max: 481 40 2580 293¢

Hitls, Hyderabad ~ 500024, Telangana, india

, Bl meil@drraddys.com

FL923PLC004507

seendrrecddss com




Dr. Reddy's Laboratories Ltd.
@ Formulation Unit-6
Dr. Reddy’s ".. vill. Khol, Nalagarh Road, Bacidj
. Distt. Solan, H.2., 173 205, IND|A
Tel : 491 98166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS
CEPTH®HKAT AHAJIM3A

Proai:ct: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg B
(Tpeiyxr: Keroposn™ Sxenpece (ketoposak) TabAeTKA, JHCHEPTHPYEMBIE B IIOJIOCTH PT4, 10 mr

Batch No / : V2401095 Batch Quantity / : 3600000tab/ |
Cepain Ne Ob6bem cepun 3600000 Tab
Analytical Report No / : 040002569147 Date of Analysis / : 29.06.2024
AnalETHRYeCKHI oTer Ne HMaTa ananusa

Date of Manufacture / : 05/2024 Date of Expiry / : 04/2026

Jar4 npoM3BoACTBA Tonen po

Analysis performed according ND / Anann3 nposeacn no H/I:
JI1-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11112022

Page3 of 8/ Crp. 3 w3 8

}:0 Test / [loka3arens Results / Pesynerath Specification / Hopma
3 Identification Complies / CooTBETCTBYET The  retention times of  2-
Butylhydroxyanisole / butylhydroxyanisole and 3-
IMopnnuHOCTH butylhydroxyanisole peaks on the
Oy THATHAPOKCHAHH30JI 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 yHepXHMBaHHsA
THKOE  2-6YTWIrHADOKCHAHHM30NA H
3-6yTHIrHApOKCHaHU30Ma Ha
XpoMaTtorpamme HCIBITYEMOTO
pacTBopa [O/DKHBI COOTBETCTBOBATb
BpEMEHaM  Y/epXKHBaHUA MMHUKOB
2-6YTHNTHAPOKCHAHH30Ma A
3-6yTHITMIPOKCHAHHU30JIA Ha
XpOMaTorpamme pacTBopa
CTaHAAPTHOIO obpasua
6y THIITH IPOKCHAHH30M1A (pazgen
«CopepxaHue
6y TUIrHAPOKCHAHU30IAN).
4 Average weight / Cpenunasn 69.9 mg / 69.9 mr 67.2 mg to 72.8 mg (70.0 mg +£ 4.0 %)./
macca Ot 67,2 Mr 0 72,8 Mr (70,0 Mr+ 4,0 %).
Remarks: The Product conforms to ND/ Conclusion: APPROVED /
[Ipumeyanue: Iponykt coorsercrayer Tpebopanuam HI 3akmoyenne: ONOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
IToaroropneHo: Santo% Ilposepeno: Pawaﬁa Kumar Ono6peno: Menemxkep / Pykosoaurens
Kumar Maurya '9.2) 4 Manoj Kumar
e o ——
Reprint Date / Reprint Date / Reprint Date /
Iata: 29.06.2024 Hara: 29.06.2024 Jata: 29.06.2024

Begistered Office: 3-2-337, Road Na, 3, Banjara Hills, Hyderabad - 500024, Telangana, india
Tel: +31 40 4200 2900, Fax: +51 40 4900 2999, Email: mail@drreddys.com
Ciiv: LS51854P1939PLT00Q45C7
wwwdrreddys.com




Dr.Reddy’s ":'

CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories | t4
Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, IND1 4
Tel : +91 98166 56001-02

CEPTU®HKAT AHAJIU3A

www.drreddys.com

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
IpoAykr: Ketopon™ Dxenpece (keToponak) TabaeriH, IHCICPrHpyeMblie B OIOCTH pTa, 10 mr

: 3600000 tab /

BatchNo/ : V2401095 Batch Quantity /

|Cep¥ia Ne O6bem cepuu 3600000 Tab
Analytical Report No / : 040002569147 Date of Analysis / 1 29.06.2024
AnaJmruuecknit oryer Ne Jara ananusa

Date of Manufacture / : 05/2024 Date of Expiry / : 04/2026
a1 npoHsBoacTBa T'oxeH g0

Analysis performed according ND / Ananus nposegen mo HJI:
JIT1-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11112022

Page40of8/Crp.4u3 8

;0 Test / IloxazaTenb Results / Pe3yabTaTsl Specification / Hopma
Uniformity of weight / Complies / CooTBeTCTBYET 18/20 tablets - not more than + 10 % |
OAHOPOAHOCTE MACChI 2/20 tablets - not more than + 20 % /

18/20 Tabnetok — me Gonee + 10 %
2/20 tabneTok — He Gonee + 20 %

5 Disintegration time / 00 min 16 sec / 00 MuH 16 cex Not more than 3 min / He 6onee 3 MHH
PacnmagacmocThb

6 Dissolution / PacTBopenne Unit-1/ Ta6n-1 102% Not less than 75% (Q) of

. CisH13NO3+C4H (NOs (ketorolac
2 (G K% tromethamine) in 15 min / He Menee
Unit-3 / Ta6x-3 98% 75 % Q CisH13NQO3¢C4H 1 NO3

_ . (keToponaka  TpPOMETaMHH)  Hepe3
Unit-4 / Tabn-4 99% 15 Mun
Unit-5 / Ta6a-5 99%

Unit-6 / Tabn-6 105%

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

JucrepcHocTh 710 pm sieve is formed. / O6pasyeTcs
ONHOPOMHAs CYCTEeH3HA, MNPOXOIAUIas
CKBO3b CHTO C pa3MepoM OTBEPCTHH
710 MKM.

Remarks: The Product conforms to ND/
ITpumeuanve: [IponykT cooTsetcTBYeT Tpebopanuam HJT

Conclusion: APPROVED /
3akmwyenne: OJJOBPEHO

Hara: 29.06.2024

Prepaced hy / Checked hy / Approved hy: Manager/Executive /
[MoaroTosnero: Santoshﬂ? [posepeno: Pawan Kumar Ono6peno: Menemxep / Pykosoinrensb
Kumar Maurya ¥ L Manoj Kumar i\ J
Reprint Date / Reprint Date / Reprint Date / |

Hara: 29.06.2024

Hara: 29.06.2024

Registerad Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500024, Telangana, india
Tol: 491 10 4200 2900, Fax: 51 40 4900 2999, Email: mail@drreddys.com

CIN: L3S195AP1934PLCO0A50T

weeendrraddys.com




Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS

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

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

CEPTHOUKAT AHAJIM3A

www.drreddys.com

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
MpoaykT: Keropon™ Skenpece (keToponak) Tabaerki, AHCHEPrHPYEMLIC B TONOCTH pra, 10 Mr

Batch No/ : V2401095 Batch Quantity / : 3600000 tab /
[Ceps Ne OGbem cepun 3600000 Tab |
Analytical Report No / : 040002569147 Date of Analysis / : 29.06.2024
AnalnTH4yecKuii oTyeT Ne Jara ananuuaa

Date of Manufacture / : 05/2024 Date of Expiry / : 04/2026

JlaTa Nnpou3BOACTBA T'ogeH no

Analysis performed according ND / Ananu3s nposenen no HJI:
JII-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11112022

PageSof8/Crp.Suz 8

8 Related impurities / PoacTeensble npUMecH
ketorolac 1-hydroxy analog / Below LOQ (LOQ = 0.0032 %) / Not more than 0.5 % / He 6onee 0,5 %
l-rHleOKCHaH&HOF Hixe npeacna konmM4yecTBCHIOTO
KeToponaka onpenencuus (ITKO = 0.0032 %)
~ Kketorolac 1-keto analog/ 0.11% Not more than 0.8 % / He 6onee 0,8 %
1-keToaHanor KeTopoJaka
Any unidentified impurity / Not more than 0.5 % / He Gonee 0,5 %
eIMHUIHasA 0.01%
HEeUEHTHPHLINPOBaHHAS
NpHUMech
Total impurities / 0.1% Not more than 1.0 % / He 6onee 1,0 %
CymmMa npumecei
9 Water / Boaa 2.5% Not more than 7.0% w/w /
He 6onee 7,0 %
10 Residual solvents by GC/ OcratouHble opraiiyyecKkHe pacTBOPUTEIH
Isopropyl alcohol / 12 pgftab / Not more than 350 pg/tab /
H3onponaHon 12 Mxr B TabreTke He 6onee 350 MKr B TabneTke

Remarks: The Product conforms to ND/
ITpuveuanue: [Tpoaykt cooTBeTcTBYeT Tpebosanuamd HJI

Conclusion: APPROVED /
3akmioucnue: OJJOBPEHO

Trepared by / Choolcod by / Approved by: Manager/Executive /
Togroroeneno: Santosly IMTposepeno; Pawan Kumar Onobpeno: MeHemkep / Pykopoanresnn
Kumar Maurya & /)f Manoj Kumar A i
Reprint Date / Reprint Date/ Reprint Date /

Hara: 29.06.2024 Hara: 29.06.2024 Jara: 29.06.2024

negisterad Cffice: 8-2-327, Road No. 3, Banjara Hills, Hyderabad - 500024, Telangana, India
Tel: 401 40 4800 2200, Fax: +91 40 2900 2999, Email: mail@drreddys com

CIM: L8E1854P1984PLCO04507

www.drreddys.com




Dr.Reddy’s Q':‘

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

CEPTH®UEAT AHAJH3A

www. drreddys.com

Product: Ketorol Express (ketorolac) Orally Disintegratiﬂg Tablets 10 mg
Tipoayxr: Keropon” Sxenpece (keToponak) Tabne

(K3, AMCHEPrHPYeMbIC B IONOCTH P4, 10 mMr

Batch No / : V2401095 Batch Quantity / : 3600000 tab /
Cepust Ne O6bem cepiit 3600000 Tab
Analytical Report No / : 040002569147 Date of Analysis / : 29.06.2024
ApairTHYecKHi oT4deT Ne Hara aHaU3a

Date of Manufacturc / + 05/2024 Date of Expiry / : 04/2026
JaTa npoA3BoOACTBA Topen mo

Analysis performed according ND / Auanus nposexct no H/L:
JIIT-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11112022

Page 6of 8/ Crp. 6 u3 8
3

11 Microbial enumeration tests / MHKpoGHoIOrHYecKas 4McToTa*
a) Total Aerobic Microbial NA Not more than 1000 CFU/g /
Count / Ob1iuee 9ucao IIe 6oacc 1000 KOE/T
a3po6HBIX MUKPO-
OpTaHU3MOB
b) Total Combined Yeast NA Not more than 100 CFU/g /
and moulds count / O61uee He 6onee 100 KOE/r
YHUCIIO APOAOKEBBIX U
TUIECHEBbIX TPHGOB
¢) Escherichia Coli NA Shell be absent in 1 gram /
Ot1cyTcTBUE B 1 T
12 | Uniformity of dosage units / 5.6 Acceptance value (AV) not more than
OaHOpOAHOCTL ' 15.0 / TIpuemouHoe 3HaueHue (AV) He
JO03MPOBAHMS tonee 15,0.
13 Assay / KonnaecTsenHoe 9.8 mg/9.8 Mr From 90mg to 11.0mg of
onpeacieHye (97.8 %) C1sH3NO3*C4H(NO; (ketorolac
tromethamine) (from 90.0 to 110.0 % of
the label claim) per a tablet / Ot 9,0 Mr
o 11,0Mr  CisHiNO3*C4HNO3
(xeToponaka rpomeramun) (ot 90,0 no
110,0 % oT 3a5BJIEHHOO KOIKUECTBA) B
TabneTke
14 | Butylhydroxyanisole 0.0922 mg/tab / Not less than 0.042 mg/tab /
content / Cogepxanne 0.0922 mr B TabneTke He Menee 0,042 Mr B Tabnerke
6y THArMApPOKCHAHU3O0TA

Remarks: The Product conforms to ND/
[IpuMmeuanue: [Iponykr cooreercreyer Tpeborannam HIL

Conclusion: APPROVED /
Zaxnwyende: OJJOBPEHO

JHara: 29.06.2024

Jata: 29.06.2024

Prepared by / Checked by / Approved by: Manager/Executive /
IToaroToBNEHO: Santosﬁv Ipoeepeno: Pawan Kumar Onobpeno: Menemxep / Pykosoutenb
Kumar Maurya L. 4_’) Manoj Kumar A ' i! b
Reprint Date / Reprint Date / ' Reprint Date /

Tlara: 29.06.2024

Registered Office: 8-2 337, Road No. 3, Banjara Hills, Hyderabad - 500024, Telangana, India
Tel: +81 40 200 2900, Fax: +91 40 29¢0 2999, Email: mail@drreddys con
CIN: L851954P1984PLC004507

weendrreddys.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

CEPTHO®UKAT AHAJIV3A

wwyy.drreddys.com

Tlpoaykr: Keropon”

Product;: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
" Drcnpece (kKeToposiak) TabneTky, ANCNEPrHPYEMLIE B TTONOCTH P4, 10 mr

Batch No/ : V2401095 Batch Quantity / : 3600000 tab /
Ceplg Ne O6pem cepunt 3600000 Tab
Analytical Report No / : 040002569147 Date of Analysis / : 25.06.2024
ApaJnTH4ecKHH oTyeT No JlaTa ananuza y
Date of Manufacture / : 0572024 Date of Expiry / : 04/2026

JlaTa npOH3BOACTBA Topen o

Analysis performed according ND / AHanH3 npoBeeH 110 HA:
JITT-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11112022

Page 7 of 8/ Cip. 7 n3 8

15

Package / Ynakoexa

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. / Tlo 10 raGrmerox B
6nucrepe w3 ([TA/AJIII3 ¢
praronornoTurenem/I12BIT)
donsry // (II3/AJT) donsru. ITo
2 6nuctepa ¢ HHCTPYKUMeH MO
NpUMEHEHHMIO B nauky
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. / Tlo 10
tabnetok B 6nuctepe u3 (TTIA/ATVIIS ¢
srnaronorinotuteneM/II2BIT) doneru //
(I13/AJT) donsru. ITo 1 win 2 6ancTepa

C HHCTPYKUUEH MO [pUMEHEHWIO B
MayKy KapTOHHYIO.

16

Labeling / Mapxupoeka

According to ND / B cooteetcTau# ¢ H]{

17

Storage conditions /
Xpanenue

Below 25 °C. / [Tpu Temneparype ke Bbie 25 °C,

18

Shelf life / Cpox roaHocTH

2 years / 2 Tona

* 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.
* TIpH BLIMYCKE JIEKAPCTBEHHOIO MPenapaTa KOHTPOIb KauecTBa No MoKazaTe1o «MuxpobHonornyeckas
YHCTOTA» MPOBOXUTCR IS KAMI0H 20-0ii CepHH, HIIH TR OAHOI CEPUH B TOA, B 3ABHCHMOCTH OT TOI'0, 4TO
HACTYOMT PaHblle.

Remarks: The Product conforms to ND/
[Mprmedanue: [poaykr cooretcrayer Tpedosanusam HJl

Conclusion: APPROVED /
Zakaouenne: QJIOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[ToaroroeneHo: Santosh, Tposepeno: Pawan Kumar OnobpeHo: Menemxep / Pykosoauress
Kumar Maurya '!é ' o Manoj Kumar

Reprint Date / Reprint Date / Reprint Date /

Jara: 29.06.2024 Jara: 29.06.2024 Jara: 29.06.2024

Registered Cfiice: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500024, Telangana, india
Tol; +&1 40 2600 2900, Fax: 401 40 49C0 2999, Email: mail@drreddys.com

CIN: L85195A4P1884PLC004507

www.drreddys.com




Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS

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

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

CEPTHOUKAT AHAJIM3A

www.drreddys.com

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

Hpoaykr: Ketopon™ Dkcnpece (keToposiak) TaGneTkH, AHCHepripyeMsie B Monoctv pra, 10 mr

Batch No / : V2401095 Batch Quantity / : 3600000 tab /

Cepua Ne O6bem cepun 3600000 Tab il
Analytical Report No / : 040002569147 Date of Analysis / : 29.06.2024
AnafuTHvyeckuit oryer Ne Jata aHau3a

Date of Manufacture / : 05/2024 Date of Expiry / : 04/2026

Jara npoH3BOACTBA TI'ozen no

Analysis performed according ND / Ananmms npoeegen no HJI:
JITT-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11112022

Page8of8/Cip.8uz 8

APIname / HaumenoBaune ADC:

Ketorolac tromethamine / KeToponaka
TPOMETaMHH

INN / MHH:

Ketorolac / Ketoponak

API manufacturer batch number /
Homep cepun npouspoantens APC:

ABRH002637, ABRH002812

FP Manufacturer API Batch number /
Homep cepun cybcTanunn npoussoanten IJIQ:

FERA00193, FERA001%94

API Manufactured by & country /
Iponseoantens APC, cTpaHa:

Dr. Reddy's Laboratories Ltd., India /
II-p Peppn'c Jlabopatopuc JIta., Huaus

Remarks: The Product conforms to ND/
IlpumMeuanue: Ilpoaykr cooTBeTcTRYET Tpeboranmam HJI

Conclusion: APPROVED /
3akayenue: OJJOBPEHO

Prepared by / Checked by /
IToarorosneHo: Santoshﬁ

Kumar Maurya (! A

IlposepeHo: Paw%n Kumar

Approved by: Manager/Executive /
Opobpeno: Menemxep / Py KOBOHTEND
Manoj Kumar é

Reprint Date /
Jara: 29.06.2024

Reprint Date /
Jara: 29.06.2024

Reprint Date /
Jara: 29.06.2024

Registerad "fhc: 8-2-337, Roud No. 3, Banjaia Hiils, Hyderab‘i'i 5000324, Telangana, india

Tal: =

S0 4900 2905, Fux: <61 40 4965 2990, £
CH: L351954P1984P1

mail@drreddys.com

waverdrreddya.com




