Dr. Reddy’s ":‘

CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories Ltg_
Farmulation Unit-6

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

CEPTUDUKAT AHAJIM3A

Proﬁuct: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
pedysr: Keropon™ Dicnpece (ketoponak) TabaeTku, aucnepripyemste B MojxocTy pra, 10 Mr

BatchNo / : V2401441 Batch Quantity / : 3600000 tab /
Cep#a Ne |O6nem cepun 3600000 tab
Analytical Report No / : 040002605363 Date of Analysis / ¢ 29.07.2024
AHaJIHTHYeCKHH oT4eT No Hdata anamnia

Date of Manufacture / : 07/2024 Date of Expiry / : 06/2026
Jara npoussoacrea T'onen go

Analysis performed according ND / Awanu3s nposeaen no HJ[:
|JITI-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11112022

Page 10f8/Crp.1uz 8
32

;0 - Test / IToxazaTens Results / PeayneTathl Specification / Hopma
1 Description / Qnuecanue Light yellow round flat beveled | Light yellow round flat beveled tablets

tablets with "|" debossed on one
side. / Kpyrnble, mrockue
Tabnetkd ¢ (ackoH, ceeTno-
XKEJITOTO [Be€Ta ¢ PaBHPOBKOM
«l» Ha oxmHoif cTopoHe.

with "[" debossed on one side. /
Kpyrnete, 1m1ockue Tabnetku ¢ dackoii,
CBETJIO-XKENTOrO UBETA ¢ IPABHPOBKOIt
«I» Ha ONEOH CTOpOHE.

2 Identification / [ToaIMBEHOCTS

Ketorolac / Kemoponax

a) Byuv/

Y®&-cnexTpodoromerpus

Complies / CooTeeTcTByeET

UV spectra of the test solution and
ketorolac  tromethamine  standard

solution should have peaks at the same

wavelength (+ 2 nm). / Y®-cnekrpht

MOMJIOIEHNA MCITEITYEMOIO pacTBOpa H

pacTBOpa  CTaHjapTHOro  ofpasua

KeToposiaka TPOMETAMMHA  JOJDKHBI

HMETH MAKCHMYMBb! IIPH OJHOM U TOif ke

IUTUHE BOJIHBI (£ 2 HM).

Remarks: The Product conforms to ND/
[Ipumeuanue: IlpogyxT cooTBeTcTBYeT TpeboBaumam HJ{

Conclusion: APPROVED /
3akxmouenne: OIOBPEHO

Hara: 29.07.2024

Prepared by / Checked by / Approved by: Managel/Executive /
[logrorosneno: Santosh IIposepeno; Pawan Kumar Opno6pero: Menemrep / Pykosgasitens
Kumar Maurya Abhishek Chanhan p
Reprint Date / Reprint Date / Reprint Date / '

Jlara: 29.07.2024

Hara: 29.07.2024

Registered Cffice: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 49C0 2900, Fax: +91 40 4900 2999, Email: maii@drreddys.com

CIN: L85185AP1984PLCO04507
wwye.drreddys.com




Dr.Reddy’s ‘_':".

CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories Ltct.
Forrulation Unit-6

Viil. Khol, Nalagarh Read, Baddi,
Distt. Solan, H.P,, 173 205, INDIA
Tel : 491 98166 56001-02
www.drreddys.com

CEPTHOHNKAT AHAJIU3A

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
IpoAykT: Keropon" Dxcnpece (KeToponak) TablieTk, AHENEprupyeMute B monoctu pra, 10 mr

: 3600000 tab /

BatchNo/ : V2401441 Batch Quantity /

CepHa Ne O6bemM cepin 3600000 Ta6
Analytical Report No / : 040002605363 Date of Analysis / : 29.07.2024
AxaJiTHYeckuii oTyer Ne Nara ananusa

Date of Manufacture / : 07/2024 Date of Expiry / + 06/2026
Jdara npou3BoacTBa I'omen mo

Analysis performed according ND / Anana3z nposenen no HJI:
JI1-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11112022

Page2 of 8/ Cip. 2 n3z 8

No

Test / [lokazaTenb
No

Results / PeaynbTaTst

Specification / Hopma

b) By HPLC / BOXX

Complies / CouTBeTciayer

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

chromatogratn of ketorolac
tromethamine standard solution (Assay
section). / Bpems yaepKHBaHus
OCHOBHOIO [HK4 Ha XpOMAaTOTpamMMe
HCOBITYEMOTO  pacrBopa  AOJDKHO
COOTBETCTBOBATH BpPEMEHH
YyIOepXMBaHHS OCHOBHOTO IMKa Ha
XpOMaTorpaMme pacTBOpa
cTamgapTHoro obpasla KeTopoJNaka
TpOMeTaMHHa (pasnen

«KonuyecTBeHHOE OTIpENENeHHEN).

Remarks: The Product conforms to ND/
Hpumeuanie: Tpoaykr cooteeTcTBYeT TpeboBanuim HJJ

Conclusion: APPROVED /
3akaouenne: OJOBPEHO

Jara: 29.07.2024

Prepared by / Checked by / Approved by: Manager/Executiye /
IToAroToRNCHO: Santosrtgx- Ilpoeepeno: Pawan Kurar Onobpeno: Meitesix [p / Pykosauress
Kumar Maurya = s Abhishek Chauhan L

Reprint Date / Reprint Date / Reprint Date /

Jara: 29.07.2024

Hara: 29.07.2024

Registered Cffice: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 49G0 2900, Fax: +91 40 4900 2995, Frnail: mali@drreddys.com

CIN: L85195AP1954PLC0O4507
wwyy. drreddys.com




Dr.Reddy’s ":".

CERTIFICATE OF ANALYSIS

Dr. Reddy's Laborataries .
Farmulation Unit-6

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

CEPTHO®UKAT AHAJIN3A

www.drreddys.com

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
ITpoayxT: Keropon™ Dxcnpece (keToponak) TabieTy, AHCHCPrHpYeMEie B nosocTu pra, 10 Mr

Batch No / : V2401441 Batch Quantity / : 3600000 tab /
Cepust Ne O6beM cepun 3600000 Tab
Analytical Report No / : 040002605363 Date of Analysis / 1 29.07.2024
AnanuTHYeckuii oTyeT No Jlara ananansa

Date of Manufacture / : 07/2024 Date of Expiry / : 06/2026
JaTa npon3BoicTBa ]I"onen a0

Analysis performed according ND / Ananuns nposegen mo H/T:
JI1-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11112022

Page 30f8/Cip.3u3 8

,NN:» . Test / IlokazaTens Results / Pesynstatol Specification / Hopma

3 Identification Complies / CootBeTcTBYET The  retention  times of 2-
Butylhydroxyanisole / butylhydroxyanisole . and 3-
Toanusnvers butylhydroxyanisole peaks on the
6yTHArHAPOKCHAHH30I 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 ynepKHBaHUA
MHKOB  2-GYTWITHAPOKCHAHH3ONA U
3-0yTHNrHOpOKCHAHM30A Ha
XpoMarorpamme HCIBITYEMOro
pPacTROpa AOJUKHBL COOTBETCTBOBATEH

BpeMeHaM yAEep>KHUBaHHA MIHKOB
2-6yTWIrHIPOKCHAHU30M1A u
3-6yTHUITHIPOKCHaHH30J12 Ha
XpoMaTorpaMme pacTBopa
CTaHJapTHOTO obpasna
6yTUNTHAPOKCHAHH30JIA (pazgen
«Conepxxanue

6yTHArHAPOKCHAHU30JIAN).

4 Average weight / Cpenuss
macea

69.6 mg / 69.6 Mr

67.2 mg to 72.8 mg (70.0 mg £ 4.0 %). /
Ot 67,2 Mr 1o 72,8 mr (70,0 Mr+ 4,0 %).

Jlara: 29.07.2024

Jara: 29.07.2024

Remarks: The Product conforms to ND/ Conclusion: APPROVED /
[Ipumeuanne: ITpoayxr cootBercTyeT Tpebosanusm HJII 3axmovenne: OJJOBPEHO
Prepared by / Checked by / Approved by: Makager/Executive /
Iogrorosneno: SantoleC, [porepeno: Pawan Kumar Ono6pero: Menemprep / PykoBoanTesns
Kumar Maurya Qe )\ Abhishek Chauhan

e o N =
Reprint Date / Reprint Date/ Reprint Date / T

Jlara: 29.07.2024

Registered Cffice: 8-2-337, Road No. 3, Banjara Hiils, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 299S, Email: maii@drreddys.com
CIN: L85195AP1984PLCO04507

www.drreddys.com




Dr.Reddy’s “:'.

CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories Lty
Formulation Unit-6

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

CEPTHOUKAT AHAJIM3A

www.drreddys.com

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoayrt: Keropon™ Oxenpece (ketoponak) TabneTku, JMcnieprupyemMie B nosiocty pra, 10 mr

Batch No / : V2401441 Batch Quantity / : 3600000 tab /
Cepusi Ne O6bem cepunt 3600000 Tab
Analytical Report No / : 040002605363 Date of Analysis / : 29.07.2024
ARAJHTHTECKHI oTyer No Jiara aHanuza

Date of Manufacture / : 07/2024 Date of Expiry / : 06/2026
JlaTa npoH3BoACTBa Tomen xo

Analysis performed according ND / Auanuz npoeeaen ne HJI:
JITI-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11112022

Page4of 8 /Cip. 4 u3 8

E‘O Test / ITokazaTent Results / Pe3ynabTaTsl Specification / Hopma
Uniformity of weight / Complies / CooTBeTcTBYET 18/20 tablets - not more than + 10 %
OanopoaHOCTbL Macesl 2/20 tablets - not more than + 20 % /

18/20 Tabnetok — He Gomee + 10 %
2/20 tabneTox — He Gonee + 20 %
5 Disintegration time / 00 min 20 sec / 00 MuH 20 cex Not more than 3 min / He Gonee 3 mMuu
Pacnapaemocrn
6 Dissolution / PacTBopetine Unit-1/ Ta6n-1 100% Not less than 75% (Q) of
i CsHi3NO3*C4H;)NO;, (ketorolac
Unit-2/ Tabn-2 LIS tromethamine) in 15 min / He menee
Unit-3 / Ta6r-3 100% | 75% (Q)  CusHi3NOs*CyiHyNOs
. . (keToponaka  TpOMETaMHH)  4Yepes
Unit-4 / Tabn-4 102% 5 v
Unit-5 / Tabn-5 100%
Unit-6 / Ta6n-6 100%

7 Fineness of Dispersion/
Jucnepcuocts

Complies / CooTBeTCTBYET

A uniform suspension passing through a
710 um sieve is formed. / O6pa3syercs
OJHOPOIHAs CYCMEH3Ms, [pOoXoisluas
CKBO3b CHMTO C pa3MEpOM OTBEPCTHIf
710 MKM.

Remarks: The Product conforms

[Ipumeuanne: [IpoaykT cooTBeTCTRYET TpeboBaumam HJI[

to ND/

Conclusion: APPROVED /
Saknwdyenune: OJQ@BPEHO

Prepared by /

[Moarorosneno: Santosha,--
Kumar Maurya \é;,

Checked by /
Hposepeno: Pawan Kumar

Approved by: Managrer/Executive /
Onobpeno: Menemidep / PykoBojuTens
Abhishek Chauhan T

&

Reprint Date /
HMara: 29.07.2024

Reprint Date /
Hara: 29.07.2024

Reprint Date /
Jlara: 29.07.2024

\_Z"/\

Registered Cffice: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: 491 40 4960 2900, Fax: +91 40 4900 2998, Email: maii@drreddys.com

CIN: L85185AP1954PLCODA507
wwyedrreddys.com




Dr.Reddy’s €3¢

Dr. Reddy's Laboratories Ltq
Formulation Unit-6

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

CERTIFICATE OF ANATLYSIS
CEPTH®HAKAT AHAJIA3A www.drreddys.com

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg N
Hpoayxr: Keropon™ Dxenpece (ketoponak) Tabaery, AncneprupyeMsle B NONOCTH PTa, 10mr
Batch No / : V2401441 Batch Quantity / : 3600000 tab /
Cepus Ne O6nem cepuu 3600000 Ta6
Analytical Report No / : 040002605363 Date of Analysis / : 29.07.2024
AnanuTHYecKHi oTyeT Ne JlaTa anaauia
Date of Manufacture / : 07/2024 Date of Expiry / + 06/2026
Jdara npoH3BOACTBA Tonen go
Analysis performed according ND / Auannz nposenen mo HJI:
JII-004929-011119 (amend Nal from 27.12.2021, amend No2 from 11112022

Page50f8/Crp.S5n3 8

8 Related impurities / PoacTBerHbIe NpHMecH

1-runpokcuananor
KeTopoJiaKa

ketorolac 1-hydroxy analog /

ketorolac 1-keto analog/
1-keToaHasIor KETOpONaKa

eAHFHYHan
HEeUAEHTHNLIMPOBaHHAs
IpHUMech

Any unidentified impurity /

Below LOQ (LOQ = 0.0032 %) /
Huxe npenena KONUYCCTBCHHOIO
onpeacneHua (ITKO = 0.0032 %)

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

0.04%

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

0.01%

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

Total impurities /
CymmMa npumeceii

0.1%

Not more than 1.0 % / He 6onee 1,0 %

9 Water / Boaa

32% Not more than 7.0% w/w /
Hc Gonee 7,0 %0

10 | Residual solvents by GC/ OcTaTo4HbIe 0PraHM4eCcKHe PaCTBOPHTEIH

Isopropyl alcohol /

10 pg/tab /

Not more than 350 pg/tab /

HzonponaHon

10 MKkT B TabneTke

He 6onee 350 mMkr B TabneTke

Remarks: The Product conforms to ND/
ITpumeuanue: [IponykT cooTBeTCTBYET TpeboBannam HJJ

Conclusion: APPROVED /
3akiaodYeHne: OI[OB.PEHO

Jara: 29.07.2024

Prepared by / Checked by / Approved by: Manage

[TonroroBineHo: Santos@‘ IlpoBepeno: Pawan Kumar QOnobpero: Meunemkep P\ KOBOAHTE/E
Kumar Maurya N~ *q” Abhishek Chauhan

Reprint Date / Reprint Date/ Reprint Date /

Hara: 29.07.2024

JHara: 29.07.2024

Registered Cffice: 38-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 49C0 2900, Fax: +91 40 4900 2999, Email: maii@drreddys.com

CiN: L85195AP1S84PLCOD4507

wwvdrreddys.com




Dr.Reddy’s €€

CERTIFICATE OF ANALYSIS

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

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

CEPTUOUKAT AHAJIN3A

www.drreddys.com

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Hpoayxr: Ketopon® Bxenpece (keToposnak) TabaeTky, ZHCIEprupyeMbic B nonocty pra, 10 mr

Batch No / : V2401441 Batch Quantity / : 3600000 tab /
Cepus No O61eM cepun 3600000 Tab
Analytical Report No / : 040002605363 Date of Analysis / : 29.07.2024
AnannTHYecKuii oTyeT Ne Jara ananu3a

Date of Manufacture / : 07/2024 Date of Expiry / : 06/2026
JlaTa npon3BoacTBA T'ogen no

Analysis performed according ND / Ananus nposeaen no H/I:
JII-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11112022

Page 6 of 8/ Ctp. 6 nz 8

11 | Microbial enumeration tests / Mukpo6uonorndeckasi uucrora*
a) Total Aerobic Microbial NA Not more than 1000 CFU/g /
Count / Ob11ee 4ucao He 6onee 1000 KOE/T
a3pO6HBIX MHKpO-
OpraHu3Mos
b) Total Combined Yeast NA Not more than 100 CFU/g /
and moulds count / Obmee He Gonee 100 KOE/r
YUCIIO APONOKEBBIX H
TUleCHeBbIX rpubos
c) Escherichia Coli NA Shell be absent in 1 gram /
OtcytecreHe B 1 1
12 Uniformity of dosage units / 2.1 Acceptance value (AV) not more than
OaHopoaHOCTD 15.0 / TTpueMouHoe 3HaqeHue (AV) He
[03HPOBAHHA 6osiee 15,0.
13 | Assay/KonnuyecrBeHnoe 9.9mg /9.9 mr From 90mg to 11.0mg of
onpexeieHHe 99.3 %) CisHisNO3+C4H (NO;3 (ketorolac
tromethamine) (from 90.0 to 110.0 % of
the label claim) per a tablet / Ot 9,0 Mr
o 11,0mr  CjsH;sNO32C4H; 1 NO3
(xetoponaka TpoMetamun) (ot 90,0 no
110,0 % ot 3a4BNEHHOrO KOJUYECTBA) B
Tabnerke
14 | Butylhydroxyanisole 0.0938 mgf/tab / Not less than 0.042 mg/tab /
content / Copepxanne 0.0938 wmr B TabneTke He meHee 0,042 mr B TadneTke
6y THATHAPOKCHAHH30/1a

Remarks: The Product conforms to ND/
TIpumeuanue: [IpoayxT cooTBeTcTBYET TpeboBanusm HJI

Conclusion: APPROVED /
3axarouenne: OJOBPEHO

Jlata: 29.07.2024

Prepared by / Checked by / Approved by: Manager/Executive /
IToarorosneHo: Santozggr IIpoBepeHo: Pawarg) Kumar Qpuobpeno: Menexep / Pykosoansens
Kumar Maurya A /_51% Abhishek Chauhan ; I
Reprint Date / Reprint Date / Reprint Date /

JHara: 29.07.2024

Hara: 29.07.2024

Register:_ad Cffice: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2995, Email: maii@drreddys.com

CIN: L85195AP1984PLC0J4507
www.drreddys.com




Dr.Reddy’s ":‘.

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
www.drreddys.com

CEPTHO®HKAT AHAJIH3A
Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg L
IpomyKT: Ketopon® 3kcnpece (ketoponak) TabieTkH, JIMCIEPIHPYEMBIC B TIOJNOCTH PTa, 10 mr

: 3600000 tab /

Batch No / : V2401441 Batch Quantity /

Cepus Ne O6bem cepun 3600000 Tab
Analytical Report No / : 040002605363 Date of Analysis / : 29.07.2024
AHanuTHYecKHi oT4er Ne JlaTa ananau3a

Date of Manufacture / : 07/2024 Date of Expiry/ : 06/2026
Jara NpoH3BOACTBA I'ogen ao

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

Page 70of 8/ Cap. Tuz 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
6nucrepe mz  (ITA/AJITID ¢
praronornotuteneM/I13BIT)
¢donsry // (TI3/AJT) donsru. INo
2 Onuctepa ¢ UHCTPYKLHWEHR IO
NPHMEHEHHUTO B mauky
KapTOHHY1O.

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. / Io 10
tabnertok B Gnmnctepe 3 (ITA/AJI/IID ¢
praronornorureneM/I13BIT) donbry //
(I3/AN) ponsrn. [lo 1 wm 2 6nucTepa
€ MHCTPYKUHEH N[O TMPHUMEHEHHIO B
MaYKy KapTOHHYI).

16 | Labeling / MapkupoBka

According to ND / B cootBetcTBHH ¢ H]J,

17 | Storage conditions /
XpaHenue

Below 25 °C. / [Ipu Temnepatype He Bbile 25 °C.

18 Shelf life / Cpok roasoctTH

2 years /2 roga

* 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 BRINYCKe JAEKAPCTBEHHOTO MPen2paTa KOHTPOIbL Ka4ecTBa No nokasaTeno «(MHKpofuorornieckas
4HCTOTA» MPOBOANTCS ANA KAMAO0i 20-0if cepum, HIH ISt OIHOH CEPHH B I'0JL, B 3aBHCUMOCTH OT TOI'0, YTO

HACTYNHT PAaHbIlIE,

Remarks: The Product conforms to ND/
Ipumeuanue: Ilpoayxt coorBercTBYeT Tpebopanusam HIT

Conclusion: APPROVED /
3akmouenue: OJJOBPEHO

Hara: 29.07.2024

Jlara: 29.07.2024

Prepared by / Checked by / Approved by: Manager{Executive /
Ionrotopneno: Santos Hposepero: Pawan Kurmar Onobpero: Menemkep A PYROBOAHTE L
Kumar Maurya e . L Abhishek Chauhan l i
Reprint Date / Reprint Date / Reprint Date / k

Jata: 29.07.2024

Registered Cffice: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 49G0 2900, Fax: +91 40 4900 2995, Email: maii@drreddys.com
CIN: LB5195AP1984PLCO04507

wwiv.drreddys.com




x Dr. Reddy's Laboratories Ltd_
. ‘..l Formulation Unit-6
[ ' e Vill. Khol, Nalagarh Road, Baddi,
Dl'. Reddy S 4 Distt. Solan, H.P.,, 173 205, INDIA
Tel : +91 98166 56001-02

CERTIFICATE OF ANALYSIS e e I

CEPTHOHKAT AHAJIH3A
Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg 7
Hpoayxr: Keropon™ 3kenpecc (keroponak) rabieTkii, AHCAEPTHPYEMBIC B NIONOCTH pTa, 10 Mr
Batch No / : V2401441 Batch Quantity / : 3600000 tab /
Cepns N2 O6BeM cepitin 3600000 Tab
Analytical Report No / : 040002605363 Date of Analysis / : 29.07.2024
AHaJTMTHYECKHIT oT4eT No Jara apannsa
Date of Manufacture / : 07/2024 Date of Expiry / : 06/2026
JlaTa mpon3BOACTBA Topen g0
Analysis performed according ND / Anainus nposesex no HJ:
JIT1-004929-011119 (amend Nol from 27.12.2021, amend Ne2 from 11112022

Page8 of 8 /Crp. 813 8

API name / HaumenoBanne A®C: Ketorolac tromethamine / Keroponaxa
TPOMETAMHH

INN / MHH: Ketorolac / KetopoJiak

API manufacturer batch number / ABRH004345

Homep cepun npoiipoanrens ADC:

FP Manufacturer API Batch number / FERA00299

Homep cepun cyGctanuuy npoussonutens FJIQ:

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

HMponssoautens ADC, crpaua: A-p Pepnu'c JlaGoparopuc JItn., Unaus
Remarks: The Product conforms to ND/ Conclusion: APPROVED /
I[Tpumeyanne: [IponyKT coOTBETCTBYET Tpebopanusam H/T 3axmoucane: OJJOBPEHO
Prepared by / Checked by / Approved by: Mangger/Executive /
IToaroroeieno: Santosh Iposepeno: Pawan Kumar Opobpeno: Meiie ; ep / Pyxkogoaurenn
Kumar Maurya @: Abhishek Chauhan| 1

et -

Reprint Date / Reprint Date/ Reprint Date /
Jlata: 29.07.2024 Hara: 29.07.2024 Hara: 29.07.2024

Registered Cffice: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel; +91 40 49C0 2900, Fax: +51 40 4900 2999, Email: maii@drreddys.com
CIN: L85195AP1984PLCOJ4507
www.drreddys.com




