Dr. Reddy's Laborateries Ltd
Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Distt. 50lan, H.P, 173 205, INDIA
Tel : +91 98166 56001-02

Dr.Reddy’s ":'

CERTIFICATE OF ANALYSIS

CEPTHUDPUKAT AHAJIU3A www.drreddys.com
Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg ) ]
IIpoAykr: Ketopon™ Skenpece (keroponak) TabneTkn, AMcepriupyemsie B nonocTy pra, 10 mr
BatchNo / : V2401669 Batch Quantity / : 3600000 tab /
CepsaNe Q6nem cepun 3600000 Tab
Analytical Report No / : 040002631149 Date of Analysis / : 28.08.2024
AnaJiHTHyecKknii oTyer Ne Jlara aHa/IH32
Date of Manufacture / : 08/2024 Date of Expiry / : 07/2026
Hdara NpeH3BOACTBA Tonen Ao
Analysis performed according ND / Ananus nposeaen no HJI:
JII1-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11112022
Page 1 of 8/ Cip.1 3 8
;0 Test / Ilokazarens Results / Pe3ynsTaThl Specification / Hopma
1| Description / Onucanue Light yellow round flat beveled | Light yellow round flat beveled tablets

tablets with "|" debossed on one
side. / Kpyribie, mmockne
Tabnetkn ¢ (¢ackol, CBeTIO-
JKENTOro LBeTa ¢ rpaBHpPOBKOH
«!» Ha OHOM CTOpOHE.

with """ debossed on one side. /
Kpyrusie, nnockue Tabnetku ¢ Gackoi,
CBETJIO-KENTOro lBeTa C IPaBUPOBKOM
«I» Ha OHOM CTOPOHE.

2 Identification / [ToJUTMHHOCTH

Ketorolac / Kemoponax

| a) ByUV/
Y ®-cnektpodoTomMeTpHs

Complies / COOTBETCTBYET

UV spectra of the test solution and
ketorolac  tromethamine  standard
solution should have peaks at the same
wavelength (+ 2 nm). / Y®-cnekTphbl
TIOTTIONIEHMA UCIIBITYEMOrO PAcTBOpa H
pacTBOpa  CcTaHgapTHoro  ofpasua
KETOpOJIaKa TPOMETAMHMHA  AOJDKHBI
HMETH MaKCMMYMBL IPH OHOH M TOM xke
IUIVHE BOJHEI (£ 2 HM).

Remarks: The Product conforms to ND/ Conclusion: APPROVED /
IIpumeuanue: ITpoayKT cooTBETCTBYET TpeGoBanusam HJI Zaxmouenne: OJORPEHO
Prepared by / Checked by / Approved by: Managér/Executive /
Ioarotosneno: Pravesh Rana | ITposepeno: Santosh Kumar | Onobpenio: Menemiep / Pykospanress
| Maurya Abhishek Chauhan ‘L e [’
oo = S
Reprint Date / Reprint Date / Reprint Date /
Jlata: 28.08.2024 JlaTa: 28.08.2024 Jara: 28.08.2024

Pegistered Office; 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telasngana, India
Tel: +91 40 4900 2900, Fax: +41 40 4900 2929, Email: maii@drreddys.com

CIN: LB5195AP1984PLCO04507

wisvedrreddys.com




Dr.Reddy’s ":‘.

Dr. Reddy's Laborateries Ltd
Formulaticn Unit-6

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

CERTIFICATE OF ANALYSIS Tel : +91 98166 56001-02
CEPTHO®HAKAT AHAJIM3A www.drreddys.com

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Mpoayxr: Keropon™ Sxenpece (KeTopONak) TabieTKH, AUCAEPrHPYEMbIC B NOJIOCTA PTd, 10 mr
Batch No / : V2401669 Batch Quantity / : 3600000 tab /
Cepusi Ne O6Bem cepun 3600000 Tab
Analytical Report No / : 040002631149 Date of Analysis / : 28.08.2024
AHaJimTHYecKHi oTueT Ne JaTa ananusa
Date of Manufacture / : 08/2024 Date of Expiry / : 07/2026
JaT4 npoH3BOICTBA T'oaen go

Analysis performed according ND / Ananu3s nposexen no HJ:
JIT1-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11112022

Page2of 8/ Crp. 2 u3 8

Test / IMokazaTens

Results / PeaynbTaTh!

Specification / Hopma

Ne
b) By HPLC/B3XX

Complies / CooTBeTCTBYET

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 ynepXuBaHHS
OCHOBHOrO MNHKAa Ha XpoMmaTorpamme
HCTIBITYEMOr0  pacTBopa  HOJIKHO
COOTBETCTBOBATh BpEMEHH
yIepXHBaHdA OCHOBHOTO [MHMKA HA
XpoMaTorpamme pacTBOpa
CTaHJApTHOro KeTOoponaKa
TpOMEeTaMHHa (pazmen
«KoJM4eCTBEHHOE ONpeNieICHUER).

obpasua

Remarks: The Product conforms to ND/

ITpumeuanue: IIponykT cooTBeTcTBYeT Tpebopanusam HL

Conclusion: APPROVED /
3axuouenne: OJIOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /

TloaroTosnero: Pravesh Rana | Ilporepeno: Santosh Kumar | Onobpero: Menemsgp / Pykosoauresb
/ Maurya ‘X? Abhishek Chauban II Z

Reprint Date / Reprint Date / Reprint Date /

Jara: 28.08.2024 Jara: 28.08.2024 Hara: 28.08.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - SC0034, Telangana, India
Tel: +S1 40 4900 2200, Fax: +91 40 4900 2999, Email: maii@drreadys.com
CIN: L85195AP1984PLCO04507

wwwedrreddys.com




Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratcries Ltd,
Formulaticn Unit-6

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

CEPTH®UKAT AHAJTTH3A

www.drreddys.com

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

Hpoayrr: Ketopon™ Sxenpece (ketoposiak) Tab/ieTkH, AHCTIEPIMPYEMLIC B NIOIOCTH PTa, 10 mr

Batch No / : V2401669 Batch Quantity / : 3600000 tab /
Cepria Ne O6neM cepHH 3600000 Tab
Analytical Report No / : 040002631149 Date of Analysis / : 28.08.2024
ApaJiHTHYEeCKHH oTueT Ne Hara aHanH3a

Date of Manufacture / : 08/2024 Datc of Expiry / : 07/2026
JatTa npoH3BOACTBA Tomen o

Analysis performed according ND / Ananns nposeen nmo H/L:
JITT-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11112022

Page30f8/Crp.3 u3 8

;0 Test / IlokazaTean Results / Pe3ynstathl

3 Identification . Complies / CooTReTCTBYET
'Butylhydroxyanisole /
IMopnuiocTs
GYTHITHAPOKCHAHH3ION

Specification / Hopma

The retention times of  2-
butylhydroxyanisole and 3-
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), / Bpemena yaepxuBaHuA
OHKOB  2-ByTINITHIPOKCHAHH30NA M
3-6yTHIr¥APOKCHAHH30/1a Ha
XpOMaTorpaMme HCTIBITYEMOTO
pacTBopa [OOJDKHbl COOTBETCTBOBATH
BpeMeHaM yaepKUBaHHA TTHKOB
2-0yTUNruApOKCHaHH30Ma "
3-6yTIrnApoKCHaHU30a Ha
Xpomarorpamme pacTBOpa
CTaHAAPTHOTO obpasua
OyTHITHAPOKCHAHK301a (pazmen
«CopepxaHne

BYTUATHAPOKCHAHU30MAN).

nMacca

4 Average weight / Cpeanss

70.0 mg /70.0 Mr

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

Remarks: The Product conforms to ND/
[Tpumeuanue: ITpomykT cooTseTcTByeT Tpebosaruam HJ{

Conclusion: APPROVED /
3armaovenne: QJOBPEHO

Jarta: 28.08.2024

Hara: 28.08.2024

Prepared by / Checked by / Approved by: Managéy/Executive /
Toaroroeneno: Pravesh Rana | [NposcpcHo: Santosh Kumar | Onobpeno: Menemsey) / PykoBoguiresis
/ Maurya & j}x_ Abhishek Chauhan | (\
2 : .
Reprint Date / Reprint Date / Reprint Date /

Jlara: 28.08.2024

Registered Gffice: 8-2-337, Road No. 3, Banjara Fills, Hyderabad - S00034, Telangana, india
Tel: +61 40 4908 2200, Fax: +91 40 4900 2999, Ernail: maii@drreddys.com
CIN: L85195AP1984PLC0O04507

wwvdrreddys.com




Dr.Reddy’s “:'.

CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories Ltd
Formulaticn Unit-6

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

CEPTH®HKAT AHAJIM3A

www.drreddys.com

Product: Ketorol Express (ketorolac) Orally Disi;ltegrating Tablets 10 mg
Ipoaykr: Keropon™ Skenpecc (ketoponak) Tabierkil,

JIHCNEPrHPYEMbIC B TONOCTH pra, 10 Mr

Batch No / : V2401669 Batch Quantity / : 3600000 tab /
Cepist Ne O0Bem cepiiyt 3600000 126
Analytical Report No / : 040002631149 Date of Analysis / : 28.08.2024
AnaauTHaecKnii oruer Ne JlaTa amann3a

Date of Manufacture / s+ 08/2024 Date of Expiry / : 07/2026
Jara npou3BoACTBA TogeH no

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

" No

N Test / IloxazaTrens

Page40f8/Cip.4u3 8

Results / PesynsTathl

Specification / Hopma

Uniformity of weight /
OaHOpOAHOCTH MACCH]

Complies / CoOOTRETCTBYET

18/20 tablets - not more than £ 10 %
2/20 tablets - not more than + 20 % /
18/20 Tabnerok — He 6onee =10 %
2/20 TabneTok — He Gonee £ 20 %

5 Disintegration time /
PacnagaemocTtb

00 min 28 sec / 00 muu 28 cek

Not more than 3 min/ He 6onee 3 MuH

6 Dissolution / PacTBopenmue Unit-1 / Ta6n-1 102% Not less than 75% (Q) of
. Ci5H3NO;3+C4H11NO; (ketorolac
Vnit-2 / Tabn-2 100% tutethaning) in 15 min / Ile mcHee
Unit-3 / Ta6n-3 100% 75% (Q)  CisHi3sNO3*C4H 1NOs
. A (keToponaka  TPOMETaMHMH)  4epe3
Unit-4 / Tatn-4 101% 15 mMuH
Unit-5 / Tabn-5 100%
Unit-6 / Taba-6 104%

7 Fineness of Dispersion/
JucnepcHocTh

Complies / CooTBETCTBYET

A uniform suspension passing through a
710 pm sieve is formed. / Obpasyerca
OZHOpOAHAs CYCIEH3Hs, MpOXOoAsLiast
CKBO3b CHTO C pasMepoM OTBEpPCTHH
710 MKM.

Remarks: The Product conforms to ND/

[pumeuanre: [poaykr cootBercreyet Tpebopanuam HJI

Conclusion: APPROVED /
3axmwyerne: OJOFPEHO

Prepared by / Checked by / Approved by: Managér/Executive /

TloprotosneHo: Pravesh.Rana | ITposepeno: Santosh Kumar | Ono6peno: Menexep / PykosoauTrens
P Maurya Abhishek Chauhan | (1

Reprint Date / Reprint Date / Reprint Date / '

Jara: 28.08.2024 Jara: 28.08.2024 Hara: 28.08.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana; india
Tel: +91 40 4900 2900, Fax: +91 40 4300 2999, Emayil: mail@drreddys.com

CIN: L85195AP1984PLC0D4507

www.drreddys.com




Dr.Reddy’s ":'.

CERTIFICATE OF ANALYSIS

CEPTUDPHKAT AHAJTA3A

Dr. Reddy's Laborateries Ltd
Formulaticn Unit-6

vili. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
Tel : +91 98166 56001-0Z
www.drreddys.com

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

aocTH pra, 10 mre

HpeaykT: Kertopon™ Bkenpece (keroponak) TabNeTkH, AMCIEPrHPYEMbIC B 110

HdaTAa npoOM3BOACTBA

Batch No / : V2401669 Batch Quantity / : 3600000 tab /

Cepna Ne Qbnem cepuu 3600000 Tab

Analytical Report No / : 040002631149 Date of Analysis / : 28.08.2024

AnasurTHyeckiii oTyer Ne Jlara ananusa

Date of Manufactare / : 08/2024 Date of Expiry / : 07/2026
T'ogen no

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

Page50f8/Crp.Suz 8

8 Related impurities / Poacreennblc OpHMeCH
ketorolac 1-hydroxy analog / Below LOQ (LOQ = 0.0032 %) / Not more than 0.5 % / He 6onee 0,5 %
1-ruapoKcUaHasor Huze npesena KOARYCCTBEHHOTO
keToponaka onpeaenctma ([IKO = 0.0032 %)
ketorolac 1-keto analog/ 0.05% Not more than 0.8 % / He 6onee 0,8 %
1-keToaHanor KkeropoJjaxa
Any unidentified impurity / Not more than 0.5 % / He 6onee 0,5 %
eIVHUYHaA 0.01%
HEeHZCHTHDHLUPOBAHHAA
NpHUMECh
Total impurities / 0.1 % Not more than 1.0 % / He Gonee 1,0 %
Cymma npHMecei

9 Water / Bona = 2.5% Not more than 7.0% w/w /

He 6onee 7,0 %

10 | Residual solvents by GC/ OcTaTouHble 0praHuyecKHe pacTBOPHTENH
Isopropyl alcohol / 12 pg/tab / Not more than 350 pg/tab /
Hzonponason 12 Mkr B TabnieTke He 6omee 350 mkr B TabneTke

Remarks:; The Product conforms to ND/
[Tpuveuanue: [TpogyKT COOTBETCTBYET TpebOBaHMAM HA

Conclusion: APPROVED /
Sakmwoyenre: OJOBPEHO

Prepared by / Checked by / Approved by: Mana

IonroToeneHo: Pravesh Rana | [Tposepeno: Santosh Kumar | Opo6peno: Menemi¢p / Pykgpoantens
’ 2’/ Maurya iﬁ Abhishek Chauhan

Reprint Date / Reprint Date / Reprint Date /

Jlara: 28.08.2024 JaTta: 28.08.2024 Jlara: 28.08.2024

Pegistered Office: 8-2-337, Road No. 3, Barijara Hills, Hyderabad - 500034, Telangana, India
Tel; +91 40 4900 2900, Fax: +21 40 4900 2999, Email: maii@drreddys.com

CIN: L851954P1984PLC004507
www.drreddys.com




Dr.Reddy'’s ".'..'.

CERTIFICATE OF ANALYSIS

Dr. Reddy's Laborateries Ltd
Formulaticn Unit-6

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

CEPTHOUKAT AHAJIM3A

www.drreddys.com

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

Mpoaykr: Keropon™ Sxenpece (KeToposiak) TabneTkH, AHCHEPIHPYCMBIC B T10/10CTH p"r'a 10 Mr

Batch No / : V2401669 Batch Quantity / : 3600000 tab /
CepHa Ne ObBem cepiti 3600000 Tab
Analytical Report No / : 040002631149 Date of Analysis / : 28.08.2024
AnajHragecknii oTyer Ne HMara aHaau3a

Date of Manufacture / : 08/2024 Date of Expiry / : 07/2026
JaTZ npoN3BOACTBA Tomgen no

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

Page 6 of 8/ Ctp. 6 13 8

11 | Microbial enumeration tests / Mukpo6HoJIOrHyecKas HHCTOTa>

a) Total Aerobic Microbial NA Not more than 1000 CFU/g /
Count / Ofiuee yucno He 6onee 1000 KOE/r
a3pobHbIX MMKPO-
OpraHu3MOB
b) Total Combined Yeast NA Not more than 100 CFU/g /
and moulds count / Obiuee He 6onee 100 KOE/r
YHCNO OPOXIKEBBIX U
nJeCHeBbIX [PpUOOB
c) Escherichia Coli NA Shell be absent in 1 gram /
Otcyrcteue B 1 1
12 Uniformity of dosage units / 5.2 Acceptance value (AV) not more than

content / Copnepxanue
6yTHArHIpOKCHAHH30/1a

0.0938 mr B Tabnerke

OaHOpOAHOCTDb 15.0 / TlpueMoyHoe 3Hauerue (AV) He
[03HPOBAHHA 6onee 15,0.
13 Assay / KonnuecTeeHHOE 10.0 mg/ 10.0 mr From 90mg to 11.0mg of
onpeaesieHne (99.7 %) C1sH13NO3+C4H1NO; (ketorolac
tromethamine) (from 90.0 to 110.0 % of
the label claim) per a tablet / Ot 9,0 Mr
g0 11,0mMr  CisHisNOs+CsH1NOs
(keToponaka Tpometamus) (ot 90,0 no
110,0 % oOT 3a9BNIEHHOTO KOTUYECTBA) B
Tabnerke
14 | Butylhydroxyanisole 0.0938 mg/tab / Not less than 0.042 mg/tab /

He menee 0,042 mr B TabneTke

Remarks; The Product conforms to ND/

[Tpumeuanue: IIpoLyKT COOTBETCTBYET TpeGOBAHMAM H)I

Conclusion: APPROVED /
3axnrouenne: OJJOFPEHO

Prepared by / Checked by / Approved by: Manager/Exccutive /

IMoarotoeneno: Pravesh Rana | Ilposepeno: Samosh Kumar | Omo6peno: Menemwikp / Pykosoanrens
ﬁ, Maurya )\ Abhishek Chauhan P

Reprint Date / : Reprint Date / Reprint Date /

Jara: 28.08.2024 ara: 28.08.2024 Jara: 28.08.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, [ndia
Tel: +91 40 4900 2500, Fax: +91 40 4900 2999, Email: maii@drreddys.com
CIN: L85195AP1984PLCD04507

wiww.drreddysz.com




Dr. Reddy's Laborateries Ltd.

D R dd . q...l \FcI)rT:I:Iaticrl] Uniht-s .
/ili. Khol, Nalagarh Road, Baddi,
r.keaays e Distt. Solan, H.P., 173 205, INDIA
CERTIFICATE OF ANALYSIS Tel - +91 98166 56001-02
CEPTHOHKAT AHAJIH3A www.drreddys.com
[Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Tpoaysr: Keropon Dkcrpece (keroponak) 1abaeTKH, AHCIEPIHpyemMbie B IIONICCTH PTd, 10 mr
BatchNo/ 1 V2401669 Batch Quantity / : 3600000 tab /
Cepsin Ne O6nem cepry 3600000 Tab
Analytical Report No / : 040002631149 Date of Analysis / : 28.08.2024
Ana liTHYecKHii oryer Ne . Jara aHa/IH3a
Date of Manufacture / : 08/2024 Date of Expiry / : 07/2026
JlaTs NpOH3BOACTBA Tonen oo
Analysis performed according ND / Anaaus nposeaen no HJL:
JI1-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11112022

— < Page 7 of 8/ Cip.7n3 8
15 | Package/ YnakoBka 10 tablets in a blister of | 10 tabletsinablister of (PA/AL/PE with
(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. / Ilo 10
information leaflet in a carton | Ta6nerox B 6mucrepe u3 (ITA/AJVIID ¢
pack. / Tlo 10 Tabnerok B paronornorurenem/[19BIT) donbru //
6nncrepe w3 (TTA/AJVIID ¢ | (NI3/AJI) donra. ITo 1 mim 2 6aucrepa
pnaromnornorurenem/IISBII) C HHCTpYKUMEeHA 00 NPHUMEHEHHIO B
doneru // (I5/AT]) donsry. ITo | nauky KapTOHHYIO.
2 6aucTepa ¢ MHCTPYKLHEH NO

TIPUMEHEHHIO B na4ky
KapTOHHYIO.

16 | Labeling / Mapxnposka According to ND / B cootsercteun ¢ HJ[

17 | Storage conditions/ Below 25 °C. / IIpu Temnepatype He Bble 25 “C,

XpaHeHue

18 | Shelf life / Cpox 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.
* JIpu BLIIyCKe JeKAPCTBEHHOro NpenapaTa KOHTPO.Tb Ka4eCTBa M0 0Ka3aTe/to «Mnuxpobitonornyeckas

YMCTOTA» MPOBOJNTCS IS KK 20-0¥ cepHH, HIIH AT OXHOI CEpHH B IO, B 3aBHCHMOCTH OT TOF0, YTO
HACTYNHT paHbLIeE.

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

ITpuveuanue: [Ipoaykt cootBetcTByeT TpeboranusiM HJI Zaknouenne: ONOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /

[Mourvrosneno: Pravesh Rana | Ipoecpeno: Santosh Kumar Opobpeno: Meuefxep / PyxoBonurenn
({ Maurya ;L Abhishek Chauhan \

Reprint Date / Reprint Date / Reprint Date / :

JlaTa: 28.08.2024 Jara: 28.08.2024 Tara: 28.08.2024

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: mail@drreadys.com
CIN: LB5195AP1584PLC0O04507
www.drreddys.com




Dr.Reddy’s “:‘

CERTIFICATE OF ANALYSIS

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

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

CEPTHDIKAT AHAJTI3A

www.drreddys.com

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
IMpoaykT: Keropoa™ Dkenpece (keroponak) TabneTKH, MCHEPrHpYenble B MOJIOCTH PTa, 10 mr

Batch No / : V2401669 Batch Quantity / : 3600000 tab /
Cepiis Ne O6bem cepu 3600000 Tab
Analytical Report No / : 040002631149 Date of Analysis / : 28.08.2024
Anaapruueckiii oruer Ne Jlara aHanH3a

Date of Manufacture / : 08/2024 Date of Expiry / : 07/2026
JlaTa npoH3BOACTBA I'open fo

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

Page8of 8 /Crp.8m3 8

API name / Haumeunosanue ADC:

Ketorolac tromethamine / KeToponaka

Homep cepii eyicTalininy npou3sonTeas rJIa;

| TPOMETAMHH
INN/ MHH: Kctorolac / Ketoponak
API manufacturer batch number / ABRHO004779
Hosmep cepun nponssomnreiss ABC:
FP Manufacturer API Batch number / FERA00298

API Manufactured by & country /
Nponzeoanteas ADC, eTpana;

Dr. Reddy's Laboratories Ltd., India /
J1-p Pensu'c JlaGoparopue T, Muas

Remarks: The Product conforms to ND/

Conclusion: APPROVED /
3akatouenne: QNOBPEHO

Tprveyanue: [IpoayKT COOTBETCTBYET TPEOOBAHUAM HT

Hara: 28.08.2024

Hara: 28.08.2024

Prepared by / Checked by / Approved by: Mana:

ToarotoBneno: Pravesh Rana Tposepeno: Santosh Kumar Onobpeno: Menemkdp / I'ykoBogHTCIL
; Maurya Lféﬁ‘ Abhishek Chauhan

Reprint Date / Reprint Date / Reprint Date /

Jara: 28.08.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 50034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4300 2999, Email: maii@drreddys.com

CIN: L85195AP1984PLCOD4507

www.drreddys.com




