Dr.Reddy’s Q,‘:‘

CERTIFICATE OF ANALYSIS

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

Vili. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, ING!A
Tel : +91 98166 56001-02

CEPTU®UKAT AHAJM3A

www.drreddys.com

[Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Hpoaykr: Ketopon" Dxcnpece (ketoponax) TabnerkH, IHCNEPrHpyeMbIe B NOJOCTH pTa, 10 Mr

Batch No / : V2401621 Batch Quantity / : 3600000 tab /
Cepns Ne O6beM cepun 3600000 T26
Analytical Report No / : 040002628782 Date of Analysis / : 27.08.2024
AnaaurHueckuii oTyer Ne Jlata aHAJIH3A

Date of Manufacture / : 08/2024 Date of Expiry / : 07/2026
Jata npou3BoacTBa T"omen o

Analysis performed according ND / Auanus nposenen no HJL:
JIII-004929-011119 (amend Nel from 27.12.2021, amend N2 from 11112022

Page1of8/Cip.1 13 8

No
Ne

Test / ITokazaTens

Results / PesynbtaTsl

Specification / Hopma

1 Description / Onucanue

Light yellow round flat beveled
tablets with "|" debossed on one
side. / Kpyrabie, IUIOCKHE
tabnetkd ¢ dackoi, CBeTNO-
HENTOro LBETAa C PABHPOBKOH
«I» Ha ofHOM cTOpOHE.

Iight yellow round flat beveled tablets
with “|" debossed on one side. /
Kpyrasie, niockue Tabnerky ¢ dackoi,
CBETIIO-KENTOro 1BETa ¢ IPABUPOBKOMH
«|» Ha OIHOM CTOpOHE.

2 Identification / [TonTHHHOCTD

Ketorolac / Kemoponak

a) Byuv/

V@-cnekTpo OTOMETPHSA

Complies / CooTBETCTBYET

UV spectra of the test solution and
ketorolac  tromethamine  standard
solution should have peaks at the same
wavelength (+ 2 nm). / Y®-cnekTpsl
NOINOLIEHUA UCTIBITYEMOTO PacTBOpa U
pacTBopa  craHiapTHoro  ofpasua
KeTopoJiaka TpOMeTaMMHa  JO/DKHbI
HUMeTb MaKCUMYMBI TIpY 0AHOH U TOM e
JUTHHE BOJHBI (£ 2 HM).

Remarks: The Product conforms to ND/
ITpumeyanue: [Iponykr cooteercTByeT Tpeboanuam HIT

Conclusion: APPROVED /
3axmoyenne: OJJOBPEHO

Prepared by /

ama Kant

ITonroroeneHo: E

1 / [
o

Cheolced by /
TTpoeepeno: Pardeep Kumar

Approved by: Manager{Executive (
OpobpeHo: Menemkep// Pykosoanurens
Abhishek Chavhan ?

Reprint Date /
Jlara: 27.08.2024

5 Reprint Date /
Hara: 27.08.2024

Reprint Date /
Jara: 27.08.2024

Registered Office: 8-2-337, Road Mo. 3, Banjara Hills, Hyderabad - 500034, Telsngane, India
Tel: +91 40 4900 2900, Fax: +91 40 4300 2999, Email: mai!@drreddys.com
CIN: L85195AP1984PLCDO4507

www.drreddys.com




° Dr. Reddy's Laboratories | td
@ Formulaticn Unit-6
Dr. Red dy’s ‘... Vill. Khol, Nalagarh Road, Baddi,

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

CERTIFICATE OF ANALYSIS
CEPTH®HKAT AHAJIM3A

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

Tpoayxr: Keropon™ 3kenpece (keroposiak) TabneTku, AMCHEPTHPYEMbIC B 10I0CTH PTa, 10 mr
Batch No / : V2401621 Batch Quantity / : 3600000 tab /
Cepua Ne O6beM cepHH 3600000 Tab
Analytical Report No / : 040002628782 Date of Analysis / : 27.08.2024
AnaaurHyecKuii oruer Ne JlaTa aHAaTH3A

Date of Manufacture / : 08/2024 Date of Expiry / : 07/2026
Jarta npou3BoOACTBA Togen no '

Analysis performed according ND / Ananus nposeaen no HJ:

JITI-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11112022

Page20f8/Crp.2 n3 8

No

N Test / ITokazaTens Results / Pe3yneTaTel Specification / Hopma

b) By HPLC/B2XX 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  yIepxuBaHHA
OCHOBHOTO THKA Ha XpOMaTorpamme
HCOBITYEMOTO  pacTBopa  AOIDKHO
COOTBETCTBOBATH BPEMEHH
yIep)XMBaHHA OCHOBHOrO TNHKA Ha
XpOMaTorpamme pacTBopa
CTaH#apTHOTO ofpaslia KeTOpoOJIaKa
TpOMETaMUHa (pasaen
«I(ONMYECTBEHHOE OMPEACTIEHHEN).

Remarks: The Product conforms to ND/ Conclusion: APPROVED /
IIpumenanue: Ilponykt cooTseTcTBYET TpeSoBanmuam HJ Zaxmouenne: OJIOBREHO

Prepared by / Checked by / Approved by: Manager]Executive /
INoarorosnero: Rama Kant [Tposepeno: Pardeep Kumar | Ono6peno: Mene,rmep" / P)-'KOB?ELI-ITe.ﬂh

%}m&’f/ f i Abhishek Chauhan

Reprint Date / \ Reprint Date / Reprint Date /
Jara: 27.08.2024 Jara: 27.08.2024 Jata: 27.08.2024

Registered Office: 8-2-337, Road No. 3, Barjara Rills, Hyderabad - 500034, Telangang, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP19584PLCO04507
wwiw.drreddys.com




Dr.Reddy’s ‘,‘:‘

Product: Ketorol Express (ketorBlac) Orally Disintegrating Tablets 10 mg_

CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories [td,
Formulaticn Unit-6

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

CEPTH®HEKAT AHAJIHM3A

www.drreddys.com

HpoaykT: Ketopon™ Dkenpecce (ketoponak) Tabierky, AHCrieprupyeMele 8 Mo0CTH pra, 10 mr
Batch No / : V2401621 Batch Quantity / :+ 3600000 tab /
| Cepusn Ne Obnen cepin 3600000 Tab
Analytical Report No / : 040002628782 Date of Analysis / 1 27.08.2024
AHaaurHYecknii oTyer Ne Jarta anaymza

Date of Manufacture / : 08/2024 Date of Expiry / : 07/2026
Jdara 0poH3BOACTBA Il" ofeH 1o

Analysis performed according ND / Ananus nposeaen no HJI:

JITT-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11112022

Page3 of 8/ Crp.3 u3 8

leoo Test / Tloka3aTens Results / Pe3ynbraTsl Specification / Hopma
3 Identification Complies / CooTBeTCTBYET The  retention  times of  2-
Butylhydroxyanisole / butylhydroxyanisole and 3-
IMoaniHHOCTL butylhydroxyanisole peaks on the
6yTHArHIPOKCHAHU3ON 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 yHepXHBaHHUA
nuKoB  2-OyTHICHOPOKCHAHM3OMA H
3-6yTIWIrHApOKCHaHH30Ma Ha
XpoMaTorpamme HCTIBITYEMOTO
pacTBopa [JOMKHBl COOTBETCTBOBATL
BpEMeHaM yIepKHMBaHUA MTUKOB
2-6YTUITHAPOKCHaHK30J1a U
3-6yTHIrHAPOKCHaHU30Na Ha
XpOMaTorpamme pacTBopa
CTaHIapTHOTO ofpazua
6yTHNTHAPOKCUAHU30IA (pasnen
«Copepxanue
OyTIIrHAPOKCHAHU3O0TIAN).
4 Average weight / Cpeansint 70.1 mg /70.1 Mr 67.2 mg to 72.8 mg (70.0 mg + 4.0 %)./
Macca Ot 67,2 Mr o 72,8 Mr (70,0 Mr+ 4,0 %).

Remarks: The Product conforms to ND/

ITpumeuanue: [IpogykT cooTBeTcTBYET TpeboBaHusaM HJT

Conclusion: APPROVED /
3akmogenne: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Hxecutive /
[Nogrotoeneno; Rama Kant Tporepeno: Pardeep Kumar | OnoGpero: Meremxep / nyKoaonnTcnu
Mﬂp Ci—-— Abhishek Chauhan /i
Reprint Date/ ~ \ Reprint Date / Reprint Date / |

JHara: 27.08.2024 Jara: 27.08.2024 JlaTa: 27.08.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 50034, Telsngana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mai!@drreddys.com
CIN: L85195AP13984PLCO04507

www.drreddys.com




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

[ 1)
Y ‘.. Vill. Khol, Nalagarh Road, Baddi
Dr. Reddy S N° Distt. Solan, H.P, 173 205, INDIA

Tel : 491 98166 56001-02

CERTIFICATE OF ANALYSIS

CEPTH®HKAT AHAJIM3A PR
[Product: Ketorol Express (ketorolac) Orally Disi_ritégrating Tablets 10 mg i
Ipoayxr: Ketopon™ Dkenpece (ketoponak) Tabnerks, aucnepripyemeie B noaocTH pra, 10 mr
Batch No/ : V2401621 Batch Quantity / :+ 3600000 tab /
Cepusa Ne O6beM cepHH 3600000 Tab
Analytical Report No / : 040002628782 Date of Analysis / : 27.08.2024
AnaanTHYecKHii oTyeT No JlaTa aHasM3a
Date of Manufacture / : 08/2024 Date of Expiry / : 07/2026
JaTta npoH3BOACTBA Toaen go
Analysis performed according ND / Anannz npoeexen no HJI: -
JITI-004929-011119 (amend Nel from 27.12.2021, amend N22 from 11112022

Page4of 8/Cip.4uz 8

.I; 2 Test / TIoxasaTens Results / PeaynsTaTsl Specification / Hopma
Uniformity of weight /  Complies / CooTreTcTRYeT 18/20 tablets - not more than + 10 %
ORHOPOAHOCTH MACChI 2/20 tablets - not more than £ 20 % /

18/20 Tabnetox — He Gonee = 10 %
2/20 Tabnetok — He Gonee £ 20 %
5 Disintegration time / 00 min 33 sec / 00 MuH 33 cex Not more than 3 min / He Gonee 3 Musa
Pacnapaemocrn
6 | Dissolution/Pacteopenne | Unit-1/Ta6n-1 102% | Not less than 75% (Q) of
3 C15H3NO3+C4H [ 1 NO;3 (ketorolac
WisA2 /i 2 D tromethamine) in 15 min / He menee
Unit-3 / Ta6n1-3 99% 5% (Q  CisHisNOyC4HINOs
f (keToponaka  TpOMeTaMuH)  uepes
Unit-4 / Ta6un-4 99% 15 Mun
Unit-5 / Tabn-5 98%
Unit-6 / Ta6n-6 97%

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

JAucnepcHocTh 710 pm sieve is formed. / Obpasyetca
OJJHOPOJHAA CYCIEH3WA, MPOXOHsILas
CKBO3b CHTO C pPa3MEPOM OTBEPCTHUH
710 MxM.

Remarks: The Product conforms to ND/ Conclusion: APPROVED /

Ipumeuanue: [IpoaykT cooTBeTcTBYET TpeboBaHMAM HJL 3akmouenne: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Hxecutive /

TMoarotorneno:; Rama Kant [Tposepeno: Pardeep Kumar | Onobpeno: Menemkep / )moenm ek

' {x Abhishek Chauhan
oY = | -
Reprint Date / \ Reprint Date / Reprint Date /
Jara: 27.08.2024 Hara: 27.08.2024 Hara: 27.08.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4903 2900, Fax: +91 40 4300 2999, Email: maii@drreddys.com
CIN: LB5195AP1984PLCOCASD7
waww.drreddys.com




Dr. Reddy's Laboratories {td_
Formulaticn Unii-6

Se
D y ‘o. Vill. Khol, Nala i
) , Nalfagarh Road, Baddj,
r. Reddy S Ne Distt. Sofan, H.P,, 173 205, INDIA

CERTIFICATE OF ANALYSIS Tel : +91 98166 56001-02

CEPTHOHMKAT AHAJM3A www.drreddys.com
Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg ol
Ipoayxr: Keropon™ Dkerpece (keroponak) TabyeTkH, AHCNEPrupyeMble B NOIOCTH pTd, 10 mr
Batch No/ : V2401621 Batch Quantity / : 3600000 tab /
Cepus Ne O6bem cepHH 3600000 Tab
Analytical Report No / : 040002628782 Date of Analysis / : 27.08.2024
AuaauTnyecknii orTyer Ne JlaTa anaan3a
Date of Manufacture / : 08/2024 Date of Expiry / : 07/2026
JaTa npoH3BOACTBA : Tonen xo
Analysis performed according ND / Ananus nposexen no HJI:
JIIT-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11112022

PageSof8/Crp.S uz 8

8 Related impurities / PogcTrennbie npumecH

ketorolac 1-hydroxy analog / Below LOQ (LOQ = 0.0032 %) / Not more than 0.5 % / He 6onee 0,5 %
Huxe npeaena KONH4YECTBEHHOTO
onpezencuug (ITKO = 0.0032 %)

1-ruapoxcHaHanor

KETOPONaka
ketorolac 1-kelo analog/ 0.05% Not more than 0.8 % / He 6onee 0,8 %
1-xeToaHanor KeTopoiaaka
Any unidentified impurity / Not more than 0.5 % / He 6onee 0,5 %
eIWHUYHas 0.02%

HenpedTUOHUNPOBAHHAS
MpHMeEChH
Total impurities / 0.1% Not more than 1.0 % / He 6onee 1,0 %
CymMma npumeceit
9 Water / Bona 23% Not more than 7.0% w/w /
He 6onee 7,0 %
10 | Residual solvents by GC/ OcTaTo4HbIe OPraHHYECKHEe PACTBOPHTENH
Isopropyl alcohol / 10 pgftab / Not more than 350 pg/tab/ |
Haonponanon 10 MKkr B TabineTke He 6onee 350 MxT B TabeTke

Remarks: The Product conforms to ND/ Conclusion: APPROVED /

[pumeuanue: [IpoaykT cooTseTcTBYET TpeGoBadusm HJ 3axaouenue: OJJOBPEHD

Prepared hy / (Checked hy / Approved by: Manager/Exgcutive /

Tonrotoeneno: Rama Kant Iposepeno: Pardeep Kumar | Onobpero: Menemxep / Phxosoaurens

& o Abhishek Chauhan | /

— i (S

Reprint Date / \ Reprint Date / Reprint Date / = =
Jara: 27.08.2024 JlaTa: 27.08.2024 Hara: 27.08.2024

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: mai;@drreddys.com
CIN. L85155AP1984PLC004507
www.drreddys.com




Dr.Reddy’s ‘f:‘

Dr. Reddy's Laboratories Ltd_
Formulaticn Unit-6

vill. Khol, Nalagarh Road, Badd;,
Distt. Solan, H.P,, 173 205, INDI1A
Tel : 491 98166 56001-02

CERTIFICATE OF ANALYSIS S wo

CEPTHO®HKAT AHAJIM3A ' s
Product: Ketorol Express (_kao—rolac) Orally Disintegrating Tablets 10 mg L
poayxr: Ketopon™ Sxenpecc (keToponak) TabNeTKH, AMCNEPTHPYEMEIC B NIOJIOCTH PTd., 10 mr
Batch No/ 1 V2401621 Batch Quantity / : 3600000 tab /
|Cepus Ne O6bem cepHH 3600000 Tab
Analytical Report No / : 040002628782 Date of Analysis / 1 27.08.2024
AnaJuTudecknii oTuer Ne Jata apajn3a
Date of Manufacture / : 08/2024 Date of Expiry / : 07/2026
JlaTa mpon3BOACTBA I'onen no
Analysis performed according ND / Ananu3 nposegen mo H/L:
JIIT-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11112022

Page 6 of 8 / Crp. 6 n3 8

11 Microbial enumeration tests / Muxpobuosornueckas 4ucToTa*
a) Total Aerobic Microbial NA Not more than 1000 CFU/g /
Count / O6wee qucno He 6onee 1000 KOE/r
a’po6HBIX MHKPO-
OpraHU3MOB
b) Total Combined Yeast NA Not more than 100 CFU/g /
and moulds count / O6iee He Gonee 100 KOE/r
YKMCIIO APOMOKEBBIX M
IUTECHEBLIX IPH6OB
¢) Escherichia Coli NA Shell be absent in 1 gram /
OtcytcTBHE B 1 T
12 | Uniformity of dosage units / 33 Acceptance value (AV) not more than
OaHopoaHoCcTh 15.0 / Tlpuemounoe 3nauenue (AV) He
AO3UPOBAHMA bornee 15,0.
13 Assay / KonuuectBennoe 10.0 mg / 10.0 Mr From 90mg to 11.0mg of
onpeaejieHue (100.2 %) CisH;3NO3¢CsH11NO3 (ketorolac
tromethamine) (from 90.0 to 110.0 % of
the label claim) per a tablet / Ot 9,0 Mr
go  11,0mMr  CisHisNO3*CsH | 1NOs
(keTopoiaka TpomeraMnH) (ot 90,0 no
110,0 % OT 3aABNEHHOr0 KOJIHYECTBA) B
Tabnerxe
14 | Butylhydroxyanisole 0.0942 mg/tab / Not less than 0.042 mg/tab /
content / Coaepxanie 0.0942 mr B Tabnerke He menee 0,042 mr B Tabnetke
OYTHNrHAPOKCHAHM30/14

Remarks: The Product conforms to ND/
Tlpumeuanue: Ilpoaykr coorBerciByeT Tpedoannam HJL

Conclusion: APPROVED /
3axmouenne: OJIOBPEHO

Prepared by / Checked by / Approved by: Manager/Egecutive /
ToarororneHo: Rama Kant IMposepeno: Pardeep Kumar | Ono6peno: Menemxep / Pykosonstens
- Abhishek Chavhan |
j _/ C"\“f_’—":‘ L /
Reprint Date / : Reprint Date / Reprint Date / co——
JHara: 27.08.2024 Hata: 27.08.2024 Jara: 27.08.2024

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: L85195AP1984RPLCONDA507

www.drreddys.com




Dr.Reddy’s Q?‘

CERTIFICATE OF ANALYSIS

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

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

CEPTHOHKAT AHAJIM3A

www.drreddys.com

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
HpoaykT: Keropon™ Dxcnpece (keroponak) TabneTku, IMCHEprapyeMble B 110J100TH p‘ra 10 mr

Batch No / : V2401621 Batch Quantity / : 3600000 tab /
Cepns Ne O6bem cepun 3600000 a6
Analytical Report No / : 040002628782 Date of Analysis / : 27.08.2024
AnauTHyecksii oTueT Ne JlaTa aHaaM3a

Date of Manufacture / : 08/2024 Date of Expiry / : 07/2026
JdaTa npou3BOACTBA T'ogen oo

Analysis performed according ND / Ananus nposeaen no HJI;
JIIT-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11112022

Page7of 8/ Crp. 7 u3 8

15 | Package/ Ynakogska

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 Tabnerox B
6mucrepe uz  (ITA/AJI/IID ¢
sraronoriotHTenem/TII2BIT)
donwry // (TIB/AJL) donsru. ITo
2 HaucTepa ¢ MHCTPYKLMEH no
NpHUMEHEHHIO B Mlayky
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
Tabretok B 6nuctepe u3 (ITA/AJI/IID ¢
snaronorioTuteneM/I1OBI]) donbru //
(TI3/ATN) doneru. Io 1 uam 2 6nuctepa
C MHCTpYKilHe#l N0 NpHMEHEHHIO B
[ayKy KapTOHHYIO.

16 | Labeling / MapkupoBka

According to ND / B cootsetcTauH ¢ HJ{

17 | Storage conditions/
XpaueHHe

Below 25 °C. / [Ipu Temniepatype He Bpiue 25 °C.

18 Shelf life / Cpok roaHocTH

2 years /2 ronma

* 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.
* TIpK BLINYCKE JIEKaPCTBEHHOTO MPeapaTa KOHTPOJIb KavecTsa no nokasarenio «MukpobHoIoryyeckas
YHCTOTA» NPOBOANTCH ATA Kaxaoii 20-0ii cepHH, U 1A OAHOI CEPUH B TOA, B 3aBHCUMOCTH OT TOI'0, UTO

HACTYOMT paHblle.

Remarks: The Product conforms to ND/
Ipumeuanue: [IpoaykT cootBeTcTByeT TpeboBanuam HJL

Conclusion: APPROVED /
SaxaoueHHe: OJIOBPE_HO

Prepared by /
IMoarorosneno: Rama Kant

)

Checked by /
Tposepeno: Pardeep Kumar

Approved by: Manager/Executive /
Onobpeno: Menemxep / Jykosozm

Abhishek Chauhan

1

Reprint Date / '

Jata: 27.08.2024

Reprint Date /
Hara: 27.08.2024

Reprint Date /
Jara: 27.08.2024

Registered Office: 8-2-337, Road No. 3

, Banjara Hills, Hyderabad - 500034, Telangana, india

Tel: +91 40 4900 2900, Fax: +41 40 4900 2999, Email: maii@drreddys.com
CIN: 1.85195AP1984PLCONASDT

www.drreddys.com




Dr. Reddy's Laboratories Ltd
Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddj,
Distt. Solan, H.P.,, 173 205, IND1a
Tel : +91 98166 56001-02
www.drreddys.com

Dr.Reddy’s ":’.

CERTIFICATE OF ANALYSIS
CEPTHOHKAT AHAJTTM3A

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg _
Hpoayxr: Keropon® Skenpece (keToposnak) TablieTky, AHCIeprupyeMble B NI0JIOCTH 1, 10 mr

Batch No / : V2401621 Batch Quantity / : 3600000 tab /
| Cepust Ne QO6Bem cepun 3600000 Tab
Analytical Report No / : 040002628782 Date of Analysis / : 27.08.2024
|AHaTHTHIECKHI oTyeT No JlaTa anannza

Date of Manufacture / : 08/2024 Date of Expiry / : 07/2026
JdaTa npoH3BOACTBA T'ogen o

Analysis performed according ND / Anasin3 nposeaen no HJL:
JI1-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11112022

Page 8 of 8 /Crp. 8 uz 8
Ketorolac tromethamine / Ketoponaka

API name / Hanmenosanue ADC:

Homep cepuu cyGeTanuuy npoussoautens IJID:

TPOMETaMUH
INN-/MHH:- Ketorolac / Keroponak
API manufacturer batch number / ABRH004346
Homep cepun npousoaurteas ADPC:
FP Manufacturer API Batch number / FERAQ0297

API Manufactured by & country /
[poussoaurenb APC, cTpana:

Dr. Reddy's Laboratories Ltd., India /
I-p Pennu'c Jlaboparopuc JITa., Unaus

Conclusion: APPROVED /
3akmouenne: OJIOGPEHO
Approved by: Manager/Executive /

Remarks: The Product conforms to ND/
ITpuMeuanue: IIpoAYKT COOTBETCTBYET Tpebopannam HJQ

Prepared by / Checked by /
Tearoroenerno: Rama Kant [Iposepeno: Pardeep Kumar | Omobpeno: Menemxep / PykoBoauresns
Abhishek Chauhan

Reprint Date / = Reprint Date / Reprint Date /
Jara: 27.08.2024 Jara: 27.08.2024 Jara: 27.08.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - S00034, Telangana, India
Tel: +91 40 4900 2900, Fax: +31 40 4900 2999, Email: maii@drreddys.com
CIN: L85195AP1984PLCO04507
www.drreddys.com




