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, IND!A
Tel : +91 98166 56001-02

CEPTHOUKAT AHAJIU3A

www.drreddys.com

IProduct: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Iponykr: Keropon"™ Okenpecc (keToposak) TabneTky, AMcneprupyemble B 0J10CTH pra, 10 mr

Batch No / : V2401619 Batch Quantity / : 3600000 tab /
Cepus Ne O6bem cepuu 3600000 Tab
Analytical Report No / : 040002626308 Date of Analysis / : 27.08.2024
AnaluTHueckKuil oTdetr Ne Jara anaauza

Date of Manufacture / : 08/2024 Date of Expiry / : 07/2026
JlaTa npou3BoacTBa T'onen go

Analysis performed according ND / Ananus nposenen nmo HJL:
JIT1-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11112022

Page1of8/Crp.1 u3 8

No . ]

Ne Test / Hoxa3zaTenb Results / Pe3yabTathl Specification / Hopma

1 Description / Onucanue Light yellow round flat beveled | Light yellow round flat beveled tablets
tablets with "|* debossed on one | with "|" debossed on one side. /
side. / Kpymiste, mnnockne | Kpyrnsle, niockue TabneTku ¢ gpackoii,
TabMeTkn ¢ ¢ackoi, CBETIO- | CBETIO-KENTOro LBETa C IPaBMPOBKOM
JKEJITOrO [BeTa C TpaBHPOBKOH | «!» HA OAHOH CTOpOHE.
«l» Ha OIHOM CTOpOHE.

2 Identification / [ToxnMHHOCTH

Ketorolac / Kemopoaax

a) Byuv/
Y®-crekTpooTomMeTpus

Complies / CooTBETCTBYET

UV spectra of the test solution and
ketorolac ~ tromethamine  standard
solution should have peaks at the same
wavelength (= 2 nm). / Y®-cnekTpsl
TIOTJIONIEHHS UCTTBITYEMOTO PacTBoOpa U
pacTBopa  CTaHAapTHOro  obpasua
KeTopoNiaka TpOMEeTaMUHa  JOJDKHbI
HMMETb MAaKCUMYMBI IIPH OHOM 1 TOM Xke
JUTHHE BOJIHBI (+ 2 HM).

Remarks: The Product conforms to ND/
ITpumeuanue: [poaykT coorBeTcTBYET TpeboBanusam HJI

Conclusion: APPROVED /
3akawuenue: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[Toaroroeneno: Rama Kant [Tpoeepeno: Pardeep Kumar | Onobpeno: Menemkgp / Pykgeogurens
w Abhishek Chauhan | |
s {
Reprint Date / ) Reprint Date / Reprint Date /
Jara: 27.08.2024 Hara: 27.08.2024 JHara: 27.08.2024

Registered Cifice: 8-2-337, Road No. 3, Barjara Hills, Hyderacad - 300034, Telangane, India
Tel: +91 40 4900 2900, Fax: +91 40 4500 2998, Email: mai'@direddvs.com

CIN: L35195AP1S84PLCO04507
wenay direddys com




Dr.Reddy’s Q3¢

CERTIFICATE OF ANALYSIS

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

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

CEPTUPHUKAT AHAJIM3A

www.drreddys.com

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Iponyxr: Keropon® Dkcmnpece (keToposiak) TabneTky, AMCeprupyeMble B MoaocTH pra, 10 Mr

Batch No / : V2401619 Batch Quantity / : 3600000 tab /
Cepust Ne QobeM cepHH 3600000 T1ab
Analytical Report No / : 040002626308 Date of Analysis / : 27.08.2024
AnatuTHIecKHi oTyer Ne JlaTa aHanH3a

Date of Manufacture / : 08/2024 Date of Expiry / : 07/2026
JaTa nponsBoacTBa TI'ogen mo

Analysis performed according ND / Anamn3 nposenen no H:
JIT1-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11112022

Page2 of 8§ /Crp. 2 uz 8

No

Test / lloka3aTenanb
No

Results / Pe3synbraTsi

Specification / Hopma

b) By HPLC/BDXX

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 ynepxuBaHMA

OCHOBHOI'0 TIHKKa Ha XpomMmaTtorpamMme

HCIIBITYEMOTO pacTBOpa OOJI>KHO
COOTBCTCTBOBATH BpEMECHHU
YOCpXKWUBAaHAA OCHOBHOI'O TIIMKa Ha
XpoMaTtorpamme pacTtBoOpa
CTaHAApPTHOTO o6pa3 oa KeTopoJiaka
TpOMETaMHUHa (pa3uen

«KonmuecTBeHHOE ONIPEEIECHUEY).

Remarks: The Product conforms to ND/

Ilpumeuanue: [IpoaykT cooTBeTcTBYET TpeboBanusaM HJ

Conclusion: APPROVED /
3axmouenne: OJJOBPEHO

Prepared by /
IMoarorosneno: Rama Kant

PR

Checked by /
IIpoBepeno: Pardeep Kumar

Approved by: Manager/Executive /
OnobpeHo: Menemiep / Pyxosogurens
Abhishek Chauhan }J

Reprint Date / \

Hara: 27.08.2024

Reprint Date /
Hara: 27.08.2024

Reprint Date / '

Hara: 27.08.2024

Registered Cffice: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2500, Fax: +51 40 4300 2999, Email: mail@drreddys.com
CIN: L85195AP1584FLC0D4507

www.drreddys.com




Dr.Reddy’s Q%.'

CERTIFICATE OF ANALYSIS

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

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

CEPTUDOUKAT AHAJN3A

www.drreddys.com

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykr: Keropon®™ Dkenpece (keroponak) TabaeTKkH, IMCIepripyemble B MOJI0CTH pTa, 10 Mr

Batch No / : V2401619 Batch Quantity / : 3600000 tab /
Cepus Ne O0bem cepun 3600000 Tab
Analytical Report No / : 040002626308 Date of Analysis / 1 27.08.2024
AHanuTudyeckuii oTuet Ne JlaTa anaian3a

Date of Manufacture / : 08/2024 Date of Expiry / : 07/2026
JaTa npou3BOACTBA I'ogen o

Analysis performed according ND / Anann3 nposeaen no HJI:

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

Page3of8/Cip.3m3 8

;20 Test / IlokazaTenb Results / Pe3ynsTatsl Specification / Hopma
3 Identification Complies / CooTBETCTBYET The  retention  times of  2-
Butylhydroxyanisole / butylhydroxyanisole and 3-
IMoanuHHOCTH butylhydroxyanisole peaks on the
OyTUIrMAPOKCHAHHU30JI 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 yaepXHBaBMA
NMKOB  2-0yTHITHAPOKCHAHW30MA U
3-6yTHATHAPOKCHAHU30Ia Ha
XpoMarorpaMme HCTIBITYEMOTO
pacTBopa JIODKHBI COOTBETCTBOBATh
BpeMeHaM yIOepKUBAHHA MTUKOB
2-GyTWITHIPOKCUAHH3011a "
3-6yTUIrMIPOKCHAHN30J1a Ha
XpoMaTorpamme pacTBopa
CTaHAAPTHOTO obpasiua
OYTUITHAPOKCHAHU30J1a (pazzmen
«CopnepxaHue
OYTHITHAPOKCHAHU30JIa»).
4 Average weight / Cpeanss 69.2 mg/ 69.2 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/

Ilpumeuanue: [IpomykT coorBercTBYeT TpeboBanusaM HJ

Conclusion: APPROVED /
Baxawuenne: OJJOFPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[Toaroroeneno: Rama Kant [Tposepeno: Pardeep Kumar | Ono6peno: MeHe,zpl;-' p / Pykogpaurens
\X Abhishek Chauhan | 70
- Pl = e
Reprint Date / \ Reprint Date / Reprint Date /
Hara: 27.08.2024 Jlata: 27.08.2024 Jlata: 27.08.2024

Registered Office: 8-2-337, Road MNo. 3, Banjara Rills, Hyderabad - 500034, Telanganae, India
Tel: +91 40 4900 2900, Fax: +81 40 4300 2999, Email: mai!@drreddys.com
CIN: L85195AP1584FLCO04507

www.drreddys.com




Dr.Reddy’s Q3¢

CERTIFICATE OF ANALYSIS

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

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

CEPTHOUKAT AHAJIN3A

www.drreddys.com

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
IIponykr: Ketopon® Dkenpece (keToponax) TabieTkH, AUCIeprupyeMble B IOIOCTH pTa, 10 mr

Batch No / : V2401619 Batch Quantity / : 3600000 tab /
Cepus Ne O0bem cepun 3600000 Tab
Analytical Report No / : 040002626308 Date of Analysis / : 27.08.2024
AHa/IHTHYeCKHI oTyeT Ne Jara apannza

Date of Manufacture / : 08/2024 Date of Expiry / : 07/2026
JdaTa npon3BoacTBa I'open xo

Analysis performed according ND / Ananu3s nposeaen nmo HJI:
JIII-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11112022

Page4of 8§/ Crp. 4 u3 8

Jllo Test / IloxazaTenan Results / Pe3ynbratsl Specification / Hopma
Uniformity of weight / Complies / CooTBeTCTBYET 18/20 tablets - not more than = 10 %
OaHopoAHOCTH Macchl 2/20 tablets - not more than + 20 % /

18/20 Tabnerox — He Gonee + 10 %
2/20 Tabnetok — He 6oiee = 20 %

5 Disintegration time / 00 min 40 sec / 00 muH 40 cek Not more than 3 min / He 6onee 3 Mux
Pacnapaemoctnb

6 Dissolution / PacTBopeHue Unit-1/ Tabn-1 103% Not less than 75% (Q) of

. C5H13NO3+C4H | (NO; (ketorolac
Unit-2 / Ta0n-2 a8 tromethamine) in 15 min / He meHee
Unit-3 / Ta6n-3 105% 75% Q)  CisHisNO3*CsHiNO;

. ) (keToponlaka  TPOMETaMHMH)  4Yepe3
Unit-4 / Ta6n-4 102% SIEE
Unit-5 / Tabn-5 102%

Unit-6 / Ta6n-6 101%

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

JMucnepcHocTh 710 pm sieve is formed. / Obpasyercs
OJHOpOJHAs CYCHEH3Us, NpOoXonsiias
CKBO3b CHTO C pa3MepoM OTBepCTHii
710 MKM.

Remarks: The Product conforms

INpumeuanue: Ilpoaykr cooTseTcTBYET TpeboBaHusM HJI

to ND/

Conclusion; APPROVED /
3axnouyenne; OJIOGPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
Iloarorosneno; Rama Kant ITposepeno: Pardeep Kumar | Opobpeno: Menemxepy Pykoroaureins
i\ . /

Y t}d’ Abhishek Chauhan
Z = &
Reprint Date / i Reprint Date / Reprint Date / "
Jlata: 27.08.2024 Hata: 27.08.2024 Jlarta: 27.08.2024

Registered Cffice: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 7800, Fax: +91 40 4300 2999, Email: maii@drreddys.com

CIN: L85195AP1584FLCO0A507
www.drreddys.com




Dr.Reddy’s ":‘

CERTIFICATE OF ANALYSIS

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

Vill. Khol, Naiagarh Road, Baddi,
Distt. 5olan, H.P., 173 205, iNDIA
Tel : +91 98166 56001-02

CEPTUOUKAT AHAJIU3A

www.drreddys.com

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Tponyxt: Ketopon™ Okcnpecc (keToponak) TabieTku, IMCTIeprUpyeMbIe B NONOCTH pTa 10 mMr

Batch No / 1 V2401619 Batch Quantity / : 3600000 tab/
Cepus Ne O6bem cepun 3600000 Tab
Analytical Report No / : 040002626308 Date of Analysis / : 27.08.2024
AHalTHTHYeCKHH oT4eT No Jara anaansa

Date of Manufacture / : 08/2024 Date of Expiry / : 07/2026
JlaTa npon3BoacTBA I'onen no

Analysis performed according ND / Ananu3 nposeaes no H/I:
JII1-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11112022

Page Sof 8 /Ctp. Suz 8

8 Related impurities / PoacTBeHHbIE pUMecH

ketorolac 1-hydroxy analog /
1-rugpokcuasanor
KeToponaka

ketorolac 1-keto analog/
1-keToaHaJIOT KeTopoJiaka

Any unidentified impurity /
e IWHUYHAs
HeueHTHHIIpOBaHHAs
npHMech

Below LOQ (LOQ = 0.0032 %) /
Husxe npenena koMMuecTBEHHOTO
onpeaenenus (ITKO = 0.0032 %)

Not more than 0.5 % / He 601ee 0,5 %

0.07%

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

0.02%

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

Total impurities /
Cymma npumeceit

0.1 %

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

9 Water / Boaa

25%

Not more than 7.0% w/w /
He 6onee 7,0 %

10 | Residual solvents by GC/ OcTtaTouHble OpraHn4ecKue pacTBOPUTE/H

Isopropyl alcohol /
HsomnponaHon

23 pg/tab/
23 MKr B TabJneTke

Not more than 350 pg/tab /
He 6onee 350 Mkr B TabneTke

Remarks: The Product conforms to ND/
ITpumeuanue: ITpoaykT cooTsercTByeT Tpeboanusam HJI

Conclusion: APPROVED /
3akiawuenne: OJJOBPEHO

Hara: 27.08.2024

Prepared by / Checked by / Approved by: Manager/Executive /
ITonroroeneno: ama K n‘r ITposepeno: Pardeep Kumar | OnobpeHo: Meuemxkep / Pykoponuresns

Q{’_{ Abhishek Chauhan ( f
Reprint Date / ' Reprint Date / Reprint Date /

Hara: 27.08.2024

Jara: 27.08.2024

Registered Cffice: 8-2-337, Road MNo. 3 3, Banjara Hills, Hyderabad - 500034, Telangana, India

3

Tel: +91 40 4900 2900, Fax: +51 40 4900 2999, Email: mail@drreddvs.com
CIN: L85195AP1S84PLCDOASDT

www.direddys.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 : +91 98166 56001-02

CEPTHO®UKAT AHAJIN3A

www.drreddys.com

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykr: Keropon®™ Dxcnpecce (keToponak) TabieTky, AMCIeprupyeMble B OJIOCTH pTa, 10 mr

Batch No / 1 V2401619 Batch Quantity / : 3600000 tab /
Cepusa Ne Oo6bem cepun 3600000 Tab
Analytical Report No / : 040002626308 Date of Analysis / : 27.08.2024
AnaJuTHYecKHil oTueT Ne JlaTa ananusza

Date of Manufacture / : 08/2024 Date of Expiry / : 07/2026
JaTa npousBoacTBa I'onen no

Analysis performed according ND / Ananu3 nposeaen no H/I:
JIII-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11112022

Page 6 of 8/ Crp. 6 u3 8

11 | Microbial enumeration tests / Mukpo6uonoruieckas yucrora*

a) Total Aerobic Microbial NA Not more than 1000 CFU/g /
Count / Obiiee yncio He 6osee 1000 KOE/r
a’pOOHBIX MHKPO-
OpraHu3MOB
b) Total Combined Yeast NA Not more than 100 CFU/g /
and moulds count / Obuiee He 6onee 100 KOE/r
YUCIIO NPOACKEBBIX U
TIECHEBBIX IPHOOB
¢) Escherichia Coli NA Shell be absent in 1 gram /
OrcytctBue B 1
12 | Uniformity of dosage units / 43 Acceptance value (AV) not more than
OnHopoaHocTh 15.0 / IlpuemouHoe 3Ha4eHue (AV) He
JNO03UPOBAHHA 6oee 15,0.
13 Assay / KosinuecTBeHHOe 9.9mg/99 Mr From 90mg to 11.0mg of
onpeneseHue (98.8 %) CisH13sNO3;*C4H [ 1NO3 (ketorolac
tromethamine) (from 90.0 to 110.0 % of
the label claim) per a tablet / Ot 9,0 mMr
o 11,0 mr C15sH13NO3°C4H 1 NO;
(xetoponaka TpomeramuH) (ot 90,0 go
110,0 % OT 3asBIEHHOr0 KOJIUYECTBA) B
TabneTke
14 | Butylhydroxyanisole 0.0927 mg/tab / Not less than 0.042 mg/tab /
content / CoaepxxaHue 0.0927 mr B Tabnerke He menee 0,042 mr B TabneTke
OyTWJIrHAPOKCHAHU30J1a

Remarks: The Product conforms to WD/
ITpumeuanne: IIponykT coorercTByer Tpebobanuam HJI

Conclusion: APPRUVED /
3akmouenue: OJJOBPEHO

Jarta: 27.08.2024

Hara: 27.08.2024

Prepared by / Checked by / Approved by: Manageg/Executive /

IToarorosneno: Rama Kant Ipoeepeno: Pardeep Kumar | Onobpeno: Menemiep / PykosonMresns
w{& ) - Abhishek Chauhan ||

Reprint Date / N Reprint Date / Reprint Date / f

Jarta: 27.08.2024

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

CIN: L8S195AP1584FLCO045D7
wwavdrreddys.com




Dr.Reddy’s ":’

CERTIFICATE OF ANALYSIS

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

Vili. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, IND!A
Tel : 491 98166 56C01-02

CEPTUOPHUKAT AHAJIM3A

www.drreddys.com

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
ITponykr: Keropon® Dkenpecc (ketoponak) TabaeTku, AUCreprupyeMsle B onocty pra, 10 mr

Batch No / : V2401619 Batch Quantity / : 3600000 tab /
Cepusa Ne Oo6beM cepun 3600000 Tab
Analytical Report No / : 040002626308 Date of Analysis / : 27.08.2024
AHanuTHyeckuii oryer Ne JlaTa ananmnza

Date of Manufacture / : 08/2024 Date of Expiry / : 07/2026
Jarta npousBoacTea T'ogen no

Analysis performed according ND / Ananus nposeaen mo H/I:
JIII1-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11112022

Page 7of 8/ Crp. 7u3 8

15 Package / YnakoBka

10 tablets in a Dblister of
(PA/AL/PE with
desiccant/HDPE) foil // (PE/AL)
foil. 2 blisters with patient
information leaflet in a carton
pack. / Ilo 10 Tabnerox B
omucrepe w3z ([TA/AJU/IID ¢
BlaronoriaotuteneM/II9BIT)
donsru // (I13/AJ]) donvru. ITo
2 6nuctepa ¢ MHCTPYKLHUER MO
NpHUMEHEHHIO B navyKy
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
Tabnetok B 6auctepe uz (IMA/AJI/TID ¢
paaronornoTuteneM/I[I3BIT) ¢onwsru //
(T12/AJT) doneru. Ilo 1 unu 2 6nucrepa
C MUHCTpYKUHEH 10 MPUMEHEHHIO B
Na4yKy KapTOHHYIO.

16 | Labeling / MapkupoBka

According to ND / B cootBetctBuu ¢ H]I

XpaHeHue

17 Storage conditions /

Below 25 °C. / Tlpu Temneparype He Bbilue 25 °C.

18 | Shelf life / Cpok rogHocTn

2 years / 2 roza

* 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.
* IIpn BhINYyCKe JIeKapCTBEHHOI0 MpenapaTa KOHTPOJIbL Ka4ecTBa Mo nokasaresto «Viukpodnojornyeckas
YUCTOTa» MPOBOAUTCS s Kaxaoi 20-oii cepuu, niau Ajs 0IHOM cepUH B roJ, B 3aBHCUMOCTH OT TOr0, YTO

HACTYIIUT paHblle.

Remarks: The Product conforms to ND/
ITpumeyanue: IIpoaykT cooTBeTcTBYET TpeboBanuim HJ|

Conclusion: APPROVED /
3axmouenne: OJJOFPEHO

Prepared by / Checked by / Approved by: Managgr/Executive /
Iloarorosnexo: Rama Kant Ipoeepeno: Pardeep Kumar | OpnoOpeno: Meunemkep / PykoBoaurtess
Abhishek Chauhan /
KXA t»f/ | ishek Chauhan | //
Reprint Date/ ° \ Reprint Date / Reprint Date / /
Jara: 27.08.2024 Hara: 27.08.2024 Hara: 27.08.2024

Registered Cffice: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 29C0, Fax: +41 40 4300 2999, Email: maii@drreddys.com

CIN: L851S5AP1S84FPLT004507
www.drreddys.com



Dr.Reddy’s Q3¢

CERTIFICATE OF ANALYSIS

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

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

CEPTHOHUKAT AHAJIU3A

www.drreddys.com

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykt: Keropon® Dxenpece (ketoposak) TabneTku, AMCIeprupyeMele B oJocTu pra, 10 mr

Batch No / : V2401619 Batch Quantity / : 3600000 tab /

Cepus Ne Oo6Bem cepuu 3600000 Tab ]
Analytical Report No / : 040002626308 Date of Analysis / : 27.08.2024
AnasmTHdecknii oruer Ne JaTta apanusa

Date of Manufacture / : 08/2024 Date of Expiry / : 07/2026

JlaTa npon3BoacTBa Togen o

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

Page 8of 8/ Crp. 8 m3 8

API name / HaumenoBanue A®C:

Ketorolac tromethamine / Ketoposnaxa

Homep cepuu cy6ecraHumnu npoussoautesis IJID:

TPOMETAMHH
INN / MHH: Ketorolac / Keroponak
API manufacturer batch number / ABRH004346
Homep cepuu npouspoaurtens ADC:
FP Manufacturer API Batch number / FERA00297

API Manufactured by & country /
IIponsepoautenr ADC, cTpaHa:

Dr. Reddy's Laboratories Ltd., India /
J-p Pennu'c Jlabopatopuc Jita., Manus

Remarks: The Product conforms to ND/
ITpumeuanue: IIpogykT cooTBeTcTBYeT TpebopaHusM HJI 3axmouenne: OJOBPEHO

Conclusion: APPROVED /

Prepared by /

IMoarorosneno: Rama Kant
\
1@!;,:& ol b

Checked by /

Approved by: Managej/Executive /

ITpoeepeno: Pardeep Kumar | Onobpeno: Menemie) / Pykosonutesnn

Abhishek Chauhan f'

Reprint Date /
Jara: 27.08.2024

\

Reprint Date /

Reprint Date / /

Jara: 27.08.2024 Jlara: 27.08.2024

Pegistered Cffice: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 49008 2500, Fax: +91 40 4300 2999, Email: mail@drreddys.com
CIN: L85195AP1S84FLCOD4507

www.direddys.com




