Dr. Reddy's Laboratorias Ltd
Forrnulation Unit-6

@
Dr. Reddy’s ".. Vill. Khol, Nalagarh Road, Baddj,

Distt. Solan, H.P,, 173 205, INDIA

CERTIFICATE OF ANALYSIS Tel : +91 98166 56001-02
CEPTUO®UKAT AHAJIM3A A e d e

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
IpoaykT: Ketopon™ Bkenpecc (keTopornak) TabneTku, AMcneprupyemble B nosocty pra, 10 Mr

Batch No / 1 V2401417 'Batch Quantity / : 3600000 tab /
Cepus Ne O6bem cepun 3600000 Tab
Analytical Report No / : 040002604920 Date of Analysis / : 26.07.2024
AnpajurHiyecknii oryer Ne JlaTa ananuza

Date of Manufacture / : 07/2024 Date of Expiry / : 06/2026
Jara nponssoacrBa Tonen no

Analysis performed according ND / Anann3 nposegen mo HJ;
JITT-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11112022

Page 1 of 8/ Crp. 1 u3 8

;0 Test / IToka3aTenb Results / Pe3yapTaThl 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. / Kpyrnsie, mockue | Kpyrnble, miockue 1abneTku ¢ hackoi,
TabNeTkH ¢ (ackoi, CBETNIO- | CBETIO-XKENTOro UBETA C rPaBHPOBKOM
JKEJITOro LBETa ¢ I'PaBHUPOBKOM «l» Ha OAHOI CTOPOHE.
«l» Ha O[IHOM CTOpOHE.
2 Identification / IToannHHOCTH
Ketorolac / Kemoponax
a) Byuv/ Complies / CooTBeTCTBYET UV spectra of the test solution and
YV ®-cnexkTpodoToMeTpus ketorolac  tromethamine  standard
solution should have peaks at the same
wavelength (£ 2 nm). / Y®-cnextpu
HOTJIOILEHHS HCIBITYEMOr0 pacTBOpa U
pacTBOpa  CTaHIAapTHOTO  obpasma
KeTOpoNaka TPOMETaMHHA  IOJIKHEI
UMeTh MaKCUMYMBI IIpU OJHOH M TOH xe
JUTHHE BOJIHEI (£ 2 HM).
Remarks: The Product conforms to ND/ Conclusion: APPROVED /
IIpumevanue: Ilponykr cooTBeTcTBYET Tpeboanusm HJL 3akmouenne: OJJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
Ilonrorosneno: Jitendr: IIpoBepeno: Santosh Kumar | Onobpeno: Menemxep / Pykosoaurens
W Maurya Manoj Kumar N [
JQ‘.\Ff l/ v L ! \r it
AL L
Reprint Date / ¥ ' Reprint Date / Reprint Date /
Hara: 26.07.2024 Hara: 26.07.2024 Hata: 26.07.2024

Registered Cifice: 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: L85195AP1984PLCOD4507
wwyrdrreddys.com




Dr.Reddy’s ‘_‘:‘

CERTIFICATE OF ANALYSIS

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

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

CEPTUOUKAT AHAJIM3A

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Hpoaykr: Ketopon™ Dkcnpece (keTopoiak) TabaeTKy, AMcnepriupyemsie B rnojocty pra, 10 mr

Batch No / 1 V2401417 Batch Quantity / : 3600000 tab /
Cepun Ne O6bem cepuH 3600000 Tab
Analytical Report No / : 040002604920 Date of Analysis / : 26.07.2024
AHaJIHTHYECKHH oT4YeT No JlaTa anaju3za

Date of Manufacture / : 07/2024 Date of Expiry / : 06/2026
Jara npousBoacTBa T'open no

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

Page2 of 8 /Crp. 2 u3 8

No

No Test / [Toka3zaTens

Results / Pe3ynpTathl

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 ydepXnBaHus
OCHOBHOTO IMHKa Ha XpoMaTorpamMme
UCMBITYEMOTO  pacTBopa  JOJIKHO
COOTBETCTBOBATH BpEMEHU
VIep)KMBaHHA OCHOBHOrO TIMKAa Ha
XpoMarorpaMme pacTBopa
CTaHAAPTHOTO KeTopoJiaka
TpoMeTaMMHa (pazmen
«KomdecTBeHHOE OnpeaeIecHHIE).

obpasna

Remarks: The Product conforms to ND/
ITpumeuanue: IIponykt cootBeTcTBYET TpeboBanusm HJJ

Conclusion: APPROVED /
3akawuenne: OJOBPEHO

Prepared by /
IToarorornedo: Jitendra

k-

Checked by /
Iposepeno: Santosh Kumar

Maurya @_

Approved by: Manager/Executive /
Ono6peno: Menemxep / Pykoonuresn
Manoj Kumar

.-__.l\!h 1(} Lot .

Reprint Date/ <~ |
Jara: 26.07.2024

Reprint Date /
Hara: 26.07.2024

Reprint Date /
JHata: 26.07.2024

Registered Cffice: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 4G 4960 2900, Fax: +91 40 4900 2996, Ernail: maii@drreddys.com

CIN: L85195AP1984PLCOD4507
www.drreddys.com




Dr.Reddy’s Q':‘

CERTIFICATE OF ANALYSIS

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

Vill. Khol, Nalagarh Road, Baddi,
Distt. Sotan, H.P., 173 2G5, INDJA
Tel : +91 98156 56001-02
www.drreddys.com

CEPTUOPUKAT AHAJN3A

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Hpoaykr: Keropon™ Dkenpecc (keToponak) TabneTku, Mcreprupyemble B 10J10cTH pra, 10 mr

Batch No / 1 V2401417 Batch Quantity / : 3600000 tab/
Cepus Ne Oo6nem cepun 3600000 Tab
Analytical Report No / : 040002604920 Date of Analysis / : 26.07.2024
AnanuTudyeckuii oruyet Ne Jara anaanza

Date of Manufacture / : 07/2024 Date of Expiry / : 06/2026
JaTa npousBoacTea T'ogen no

Analysis performed according ND / Anann3s nposexen no HJI:
JITI-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11112022

Page30f8/Crp.3 u3 8

Oy THIArHAPOKCHAHH30]

;}0 Test / Iloka3zaTenns Results / Pe3ynsTatsl Specification / Hopma

3 Identification Complies / CooTBETCTRYET The retention times of 2-
Butylhydroxyanisole / butylhydroxyanisole and 3-
INoAdMHHOCTL 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). / BpemeHa yAepXHBAHHA
NHKOB  2-OyTHIArHApOKCHaHU30la U
3-0yTUNTHAPOKCHaHHU30IIa Ha
XpomarorpamMme HCIIBITYEMOTO
pacTBOpa [IOMKHBl COOTBETCTBOBAThH
BpeMeHaM yIepKMBAHHUA IIHKOB
2-0yTHITMAPOKCHAaHHU30J1a 7§
3-0yTHnrupoKCHaHH30JIA Ha
XpoMatorpamme pacTBOpa
CTaHAAapTHOTO obpa3siua
Oy TUITHIPOKCHAHH301a (pazmen
«ConepxaHue

Oy TUIITHIPOKCHAHHU30JIa»).

macca

4 Average weight / Cpeanss

69.6 mg / 69.6 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/
IMpumeyanue: [IpogykT cooTBeTcTBYET Tpeboanusm HJJ

Conclusion: APPROVED /
3akmwuyenne: OJOBPEHO

Prepared by /
Tloarorosaeno: Jitendra

Ly~

Checked by /
Ipoeepeno: Santosh Kumar

Maurya %

P

Approved by: Manager/Executive /
Opnobpeno: Menemkep / Pykosonurens
Manoj Kumar =

Yordue!

Reprint Date/~ ' *
Jara: 26.07.2024

Reprint Date /
Jara: 26.07.2024

Reprint Date /
Jara: 26.07.2024

Registered Cffice: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangans, Indiz2
Tel: +91 4G 4960 2900, Fax: +91 40 4900 2995, Email: maii@drreddys.com
CIN: L85195AP1984PLCCO4507

wuav drreddys.com



Dr. Reddy's Laboratorias Ltd.
Forrmulation Unit-6

@e
Dr. ReddY’S ‘.‘.. Vill. Khol, Naiagarh Road, Baddi,

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

CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIM3A

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykr: Keropon" Dkenpecc (keTopoiak) TabneTkH, AMCHeprupyeMble B I10J0CTH pTa, 10 mr

Batch No/ 1 V2401417 Batch Quantity / : 3600000 tab /
Cepus Ne O61bem cepun 3600000 Tab
Analytical Report No / : 040002604920 Date of Analysis / : 26.07.2024
AnajuTHuyecknii oTyeT Ne JlaTa ananu3za

Date of Manufacture / : 07/2024 Date of Expiry / : 06/2026
Jata npousBoacTea I'oaen no

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

Page4of §/Crp. 4 u3 8

No

No Test / Iloka3zaTennb Results / Pe3ynbTatsl Specification / Hopma
Uniformity of weight / Complies / CooTBeTcTBYET 18/20 tablets - not more than £ 10 %
OQHOPOAHOCTL MACCHI 2/20 tablets - not more than + 20 % /

18/20 Ttabnetok — He Oonee = 10 %
2/20 Tabnetox — He Honee = 20 %

5 Disintegration time / 00 min 17 sec / 00 muH 17 cek Not more than 3 min / He 6onee 3 mun
Pacnagaemoctnb

6 Dissolution / PacTBopeHue Unit-1/ Ta6na-1 104% Not less than 75% (Q) of

. CisH3NO3+C4H;1NO; (ketorolac
Unit-2 / Tabn-2 007 tromethamine) in 15 min / He menee
Unit-3 / Ta6n-3 100% 75%  (Q)  CisHisNO3*CsH1iNOs

. (keToposiaka  TPOMETaMUH)  4depe3
Unit-4 / Tabn-4 101% 15 MuH
Unit-5 / Tabx-5 105%

Unit-6 / Tabx-6 102%
7 Fineness of Dispersion/ Complies / CooTBeTCTBYET A uniform suspension passing through a
JncnepcHocTh 710 pm sieve is formed. / ObpasyeTcs
ONHOpOJHAs CYCTEeH3Ms, MNpOoXoAsmias
CKBO3b CHMTO C pa3MepoM OTBEpPCTHH
710 MKM.
Remarks: The Product conforms to ND/ Conclusion: APPROVED /
ITpumeuanue: [IpoaykT cooTBeTcTBYET TpeboBanuam HJI 3aknwuenne: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /

AN Manrya ( Mannj Knimar -
Q\t I \}-Eﬂy_«__f. )
Reprint Date / Reprint Date / Reprint Date /

Hara: 26.07.2024 Hata: 26.07.2024 Hara: 26.07.2024

[NoarorosneHo: Jitendra Ipoepeno: Santosh Kumar | OnoGpeno: Menemxep / Pykosoanrens
g
i

Registered Cffice: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4960 2900, Fax: +51 40 4900 2995, Email: maii@drreddys.com
CIN: L85195AP1984PLCO0O4507
www.drreddys.com



Dr.Reddy’s ‘,‘:‘.

CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories ttd.
Forraulation Unit-6

Vill. Khol, Nalagarh Road, Bacidi,
Disit. Solan, H.P., 173 205, INDJA
Tel : +91 98166 56001-02
www.drreddys.com

CEPTUDPUKAT AHAJIN3A

'Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Hpoaykt: Keropon™ Dkcnpece (keToposnak) TabNeTKy, IMCNEPrHpyeMble B OJIOCTH pTa, 10 mr

Batch No / 1 V2401417 Batch Quantity / : 3600000 tab /
Cepns Ne O6bem cepun 3600000 Tab
Analytical Report No / : 040002604920 Date of Analysis / : 26.07.2024
AHaJuTHYEeCKHH oTYeT No JlaTa anasu3za

Date of Manufacture / : 07/2024 Date of Expiry / : 06/2026
JaTa npou3BoacTBa Togen go

Analysis performed according ND / Anann3 nposeaen no HJL:
JIT1-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11112022

Page50f8/Crp. Su3 8

8 Related impurities / PoacTBeHHbIe NpUMECH

I-FI‘III]:)OKCHaHaJ'[OF
KE€TOPOJIdKd

ketorolac 1-hydroxy analog /

ketorolac 1-keto analog/

1-keroaHanor keToponaka

0.04%

eIMHUYHas
HeMaeHTUQULIMPOBaHHas
MpHMECh

Any unidentified impurity /

0.01%

Below LOQ (LOQ = 0.0032 %) /
Huske npesiena KOJIHYCCTBEHHOTO
onpexnenenns (ITKO = 0.0032 %)

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

Not more than 0.8 % /'He 6omnee 0,8 %

Not more than 0.5 % / He 6onee 0.5 %

Total impurities /
Cymma npuMecei

0.1 %

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

9 Water / Boaa

3.0%

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

10 | Residual solvents by GC/ OcTaTouHble OPraHH4YecKHe pacTBOPHTENH

Isopropyl alcohol /
H3zonpomnanon

21 pg/tab /
21 Mkr B Tabnertke

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

Remarks: The Product conforms to ND/
I[Tpumeyanue: Ilponykr cooTsercTByeT TpeboBanuam HJI

Conclusion: APPROVED /
3axarouenne: OJJOGPEHO

Jara: 26.07.2024

Prepared by / Checked by / Approved by: Manager/Executive /
IToaroTosneno: Jitends [Tposepeno: Santosh Kumar | Onobpeno: Menenxkep / Pykosoaureib
5 Maurya = Manoj Kumar =3 (’
«Q)‘/\Q = )Jiv_dff/“_‘:-f--
Reprint Date / G i Reprint Date / Reprint Date /

Hara: 26.07.2024

Jara: 26.07.2024

Reglstered Cffice: 8-2-337, Road No. 3

, Banjara Hills, Hyderabad - 500034, Telangana, india

+81 40 4960 2900, Fax: +91 40 4900 2996, Ernail: maii@drreddys.com
CIN: L85 L95AP1384PLCODA507

wwvdrreddys.com




Dr.Reddy’s €¢

CERTIFICATE OF ANALYSIS

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

Vill. Khol, Nalagarh Road, Baddjj,
Distt. Solan, H.P., 173 205, IND1A
Tol 1 +91 98166 56001-02
www.drreddys.com

CEPTUPHUKAT AHAJIU3A

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Hpoaykr: Keropon™ Dkenpecc (ketoponak) TabneTkH, AHCnepriupyembie B nojaoctu pra, 10 mr

Batch No / 1 V2401417 Batch Quantity / : 3600000 tab /
Cepusa Ne O6bem cepun 3600000 Tab
Analytical Report No / : 040002604920 Date of Analysis / : 26.07.2024
AnanuTudeckKHii oTyeT Ne Jata ananusa

Date of Manufacture / : 07/2024 Date of Expiry / : 06/2026
JaTa npon3BoAcTBa I'oaen o

Analysis performed according ND / Anann3 npoBeaen mo HJI:
JIT1-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11112022

Page 6 of 8 / C1p. 6 u3 8

11 Microbial enumeration tests / Mukpo6uonornyeckas yucrora*
a) Total Aerobic Microbial NA Not more than 1000 CFU/g /
Count / Obuiee yncio He 6onee 1000 KOE/r
a3pOOHBIX MHKpPO-
OpraHn3MOB
b) Total Combined Yeast NA Not more than 100 CFU/g /
and moulds count / Ofmee He 6onee 100 KOE/r
YHCIIO APOXOKEBBIX U
IUIECHEBBIX IPHOOB
¢) Escherichia Coli NA Shell be absent in 1 gram /
OrcytctBHEe B 1 T
12 | Uniformity of dosage units / 2.5 Acceptance value (AV) not more than
OaHopoaHOCTB 15.0 / IpuemouHoe 3HaueHne (AV) He
A03NpOBAHHS 6onee 15,0.
13 Assay / KoinyecTeeHHOe 9.9 mg/9.9 mr From 90mg to 11.0mg of
onpeaesnenue (98.7 %) Ci5H13NO3*C4H11NO3 (ketorolac
tromethamine) (from 90.0 to 110.0 % of
the label claim) per a tablet / OT 9,0 Mr
pale] 1 1,0 Mr C15H13NO3’C4H11NO3
(xetopoiaka TpomeramuH) (ot 90,0 mo
110,0 % OT 3asBJIICHHOrO KOJIMYECTBA) B
TabneTke
14 | Butylhydroxyanisole 0.0920 mg/tab / Not less than 0.042 mg/tab /
content / Coaepxanue 0.0920 mr B TabneTke He menee 0,042 mr B TabneTke
OyTHJIrHAPOKCHAHH30/12

Remarks: The Product conforms to ND/
ITpumeyanue: Ilpogykt cootseTcTBYeT Tpebopanuam HJJ

Conclusion: APPROVED /
3axmouenue: ONOBPEHO

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

IMoxrororneno: Jitendra [Tposepeno: Santosh Kumar | OnoGpeno: Menemxkep / Pykosoautesns
! Z\W%/ __ | Maurya L/; B Manoj Kumar ;}.‘t@ __(_

Reprint Date 'l Reprint Date / Reprint Date /

Jara: 26.07.2024 Jara: 26.07.2024 Jlarta: 26.07.2024

Registered Cffice: 8-2-337, Road No. 3, Banjara Hills, hyderabad - 500034, Telangana, india
Tel: 491 40 49G0 2900, Fax: +91 40 4900 299¢, Ernail: meaii@drreddys.com

CIN: L85195AP1983PLCOO4507
wwvedrreddys.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

CEPTUOHUKAT AHAJIM3A

www.drreddys.com

Ilpoaykr: Ketopon

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
" Dkenpece (keToposak) TableTKH, AUCNeprupyeMble B osoctu pra, 10 mr

Batch No / 1 V2401417 Batch Quantity / : 3600000 tab /
Cepus Ne Oo0beM cepuH 3600000 Tab
Analytical Report No / : 040002604920 Date of Analysis / : 26.07.2024
AHanHTHYECKHI oTUeT Ne Jara anaaunza

Date of Manufacture / : 07/2024 Date of Expiry / 1 06/2026
Jdata npon3BoacTBa T'onen oo

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

Page 7of 8/ Crp. 7u3 8

a Dblister of | 10 tabletsin a blister of (PA/AL/PE with

15 Package / YnakoBka 10 tablets in
(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 | Tabnetox B 6nuctepe u3 (IIA/AJI/TID ¢
pack. / Tlo 10 Tabnerok B | Bnaromoriotutenem/[13BII) donbru //
6nucrepe u3 (ITA/AJVIID ¢ | (II3/AJ]) doneru. ITo 1 uan 2 bnuctepa
BiaronornotHtenem/I15BIT) C HHCTpYKUMEH N0 MNpUMEHEHHIO B
donvru // (IID/AJ]) donbru. Ilo | mavky KapTOHHYIO.
2 bnucrepa ¢ MHCTpyKLHeH no
NPHMEHEHHUIO B NayKy
KapTOHHYO.

16 | Labeling / MapkupoBka According to ND / B coorsetcTBUM ¢ H]{

17 Storage conditions / Below 25 °C. / ITpu TeMnepatype He Bbilue 25 °C.

XpaHeHue
18 | Shelf life / Cpok roanocTu 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.

* [Ipu BeInycKe JIeKAPCTBEHHOI0 MpenapaTa KOHTPOJIb KadecTBa Mo nmokaszaTtento «Mukpobuonornyeckas
YUCTOTA» MPOBOANTCS MJIsT Kaxaoii 20-0ii cepun, WK IJIsl OOHOI cepHH B roll, B 3aBUCHMOCTH OT TOr0, YTO
HACTYIIUT paHblue.

Remarks: The Product conforms to ND/
ITpumeuanne: [IpogykT cooTBeTcTBYET TpeboBanusaM HJL 3akmoyenne: OJOBPEHO

Conclusion: APPROVED /

Prepared by /
IMoxrorosneno: Jitendra

b

Checked by /

Maurya {

[

ITposepeHo: Santosh Kumar | Ono6peno: Menemxep / Pykosoanrens

Approved by: Manager/Executive /

Manoj Kumar }'-' é&( /
— % _!_}_l s S

-

Reprint Date/ < |/
Jata: 26.07.2024

Reprint Date /
Jara: 26.07.2024

Reprint Date /
Hara: 26.07.2024

Registered Clfice: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India

Tel: +91 43 4960 2900, Fax: +91 -

10 4900 2995, Ernail: maii@direddys.com

CIN: L35195AP1984PLCCO4507

WA

.drreddys.com



Dr.Reddy’s ":’

CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories td.
Forrnulation Unit-6

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

www.drreddys.com

CEPTUDPUKAT AHAJIN3A

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoayxr: Keropon" Dkcenpece (ketoponak) TabNeTKH, AHCHEPIrHPYEMBIE B IONOCTH pTd, 10 Mr

Batch No / 1 V2401417 Batch Quantity / : 3600000 tab /
Cepus Ne O6bem cepal 3600000 Tab
Analytical Report No / : 040002604920 Date of Analysis / 1 26.07.2024
Anajguruyecknii oTueT Ne Jara ananusza

Date of Manufacture / : 07/2024 Date of Expiry / : 06/2026
JlaTa npousBoacrea Togen no

Analysis performed according ND / Anajns nposegen no HJI:
JIT1-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11112022

Page 8 of 8/ Ctp. 8uz 8

API name / Haumenosanue A®C:

Ketorolac tromethamine / Ketoponaxa
TpOMETaMUH

INN / MHH:

Ketorolac / Ketoponak

API manufacturer batch number /
Homep cepuu npouseoautena A®C:

ABRH004345

FP Manufacturer API Batch number /
Homep cepuu cydctanuuu npoussoaurtens IJID:

FERA00299

API Manufactured by & country /
Ipoussoautens APC, crpana:

Dr. Reddy's Laboratories Ltd., India /
H-p Penau'c JJaboparopuc Jita., Muaus

Remarks: The Product conforms to ND/
Ipumeuanue: Ilponykt cooTBeTcTBYeT TpeboBanusam HJI

Conclusion: APPROVED /
3akarouyenne: OJOBPEHO

Prepared by /
[Moarorosneno: Jitendra

Gy

Checked by /
IIpoeepeno: Santosh Kumar
Maurya

Ce—

Approved by: Manager/Executive /
Onobpeno: Menekep / Pykosonuresis

Manoj Kumar k zﬁ"f//

Reprint Date / ]-/7
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