Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS

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

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

CEPTUPUKAT AHAJIM3A

www.drreddys.com

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
IIpoaykr: Ketopon® Dkenpecc (keToponak) TabneTky, IMcneprupyemsle B nosnocty pra, 10 mr

Batch No / : V2400565 Batch Quantity / : 3500000 tab /
Ceptin Ne O6nbemM cepun 3500000 Tab
Analytical Report No / : 040002492599 Date of Analysis / : 30.04.2024
AnaJutudyeckuii oruer Ne JaTa anaimnza

Date of Manufacture / : 03/2024 Date of Expiry / : 02/2026
JlaTa npon3BoacTBa L'oxen no

Analysis performed according ND / Ananus nposeaen mo H/I:
JI1-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11112022

Page10of8/Ctp. 1138

No

No Test / IToka3zareab

Results / Pe3ynbpTaTsl

Specification / Hopma

1 Description / Onucanue

Light yellow round flat beveled
tablets with "|" debossed on one
side. / Kpyrnble, mnnockue
Tabnetkn ¢ (Gackoi, CBETIO-
JENTOro LBETa C IpaBHPOBKOIL

Light yellow round flat beveled tablets
with "|" debossed on one side. /
Kpyribie, nnockue TabaeTku ¢ Gpackol,
CBETJIO-KEJITOTO LBETA C FPaBHPOBKOM
«l» Ha oiHOM CTOpOHE.

«l» Ha OIHOIi CTOpOHE.

2 Identification / [ToqIMHHOCTE

Ketorolac / Kemoponax

a) Byuv/
Y ®-cnexrpodoromeTpus

UV spectra of the test solution and
ketorolac  tromethamine  standard
solution should have peaks at the same
wavelength (+ 2 nm). / Y®-cnekTpbl
TNIOIJIOIIEHMS MCIBITYEMOTO pacTBoOpa 1
pacTBopa  craHmapTHoro  obpasua
KeTOpoJiaka TPOMETAMHHA  JOJDKHBI
HMMETh MAaKCUMYMBI ITIPY OOHOM U TOM XKe
JUTHHE BOJHBI (£ 2 HM).

Complies / COOTBETCTBYET

Conclusion: APPROVED /
3akmrouenne: OJJOBPEHO

Remarks: The Product conforms to ND/
Ipumeuanme: ITponykT coorBeTcTBYeET TpebopaHuaM H]J

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

INoarotosneno: Rama Kant [Tpoeepeno: Santgsh Kumar | Opo6peno: Menemxep / Pykosoautens
Maurya ﬁll/ Amit Kumar g

Reprint Date / Reprint Date / Reprint Date /'

Jara: 30.04.2024 Jata: 30.04.2024 Jara: 30.04.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4960 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLCO04507
www.drreddys.com




Dr.Reddy’s Q!‘

CERTIFICATE OF ANALYSIS
CEPTU®PHUKAT AHAJIN3A

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

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

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykr: Keropon® Dkenpece (keToposiak) TabNeTKH, TUCTIEPrUpyeMbIE B OJOCTH pTa, 10 Mr

Batch No / : V2400565 Batch Quantity / : 3500000 tab /
Cephia Ne Oo6bem cepuu 3500000 Tab
Analytical Report No / : 040002492599 Date of Analysis / : 30.04.2024
AHaJuTHYecKH# oTyeT No JlaTa anaau3za

Date of Manufacture / : 03/2024 Date of Expiry / : 02/2026
Jdara npou3Bojacrea I'onen no

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

Page 2 of 8/ Crp. 2 n3 8

No

Test / [Toxkazarennb
Ne

Results / Pe3ynbTaThl

Specification / Hopma

b) By HPLC/B3XX

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). / BpeMs yaepXuUBaHUA
OCHOBHOTO IHKa HAa XpOMaTorpaMMe
UCIEITYEMOrO  pacTBopa  JOJIKHO
COOTBETCTBOBATH BPEMEHH
YIAepXXUBAaHHS OCHOBHOTO TMKa Ha
XpOMaTorpamme pacTBOpa
CTaHAapTHOTO KeTOpoJ1aKa
TpOMETaMHHa (pa3nen
«KONMYeCTBEHHOE OTIPENICIICHUEY).

obpasua

Remarks: The Product conforms to ND/
ITpumeuanue: Ilpoaykr coorBercTByeT TpeboBanusam HJL

Conclusion: APPROVED /
Zaxmouenne: OJJOGPEHO

Jata: 30.04.2024

Jlarta: 30.04.2024

Prepared by / Checked by / Approved by: Manager/Executive /
[Moarororneno: Rama Kant [Tpoepeno: Santosh Kumar | Ono6peno: Menemxep / PykoBoauresis
L(f' Maurya ﬁ Amit Kumar . .
- / A/ \’—"’"-f
Reprint Date/ Reprint Date / Reprint Date /

Jara: 30.04.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, india
Tel: +91 40 4900 2900, Fax: +91 40 49G0 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLCO04507
www.drreddys.com




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

®
Dr. Reddy’s ‘;.. Viil. Khol, Nalagarh Road, Baddj,

Distt. Solan, H.P., 173 205, INDJA
CERTIFICATE OF ANALYSIS Tel : +91 98166 56001-02
CEPTADUKAT AHAJTA3A www.drreddys.com

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Npoaykr: Ketopon® Dkenpece (keToponak) TaGneTky, AUCIeprupyeMble B IoN0cTH pra, 10 Mr

Batch No / : V2400565 Batch Quantity / : 3500000 tab /
Cephn Ne O6bem cepHH 3500000 Tab
Analytical Report No / : 040002492599 Date of Analysis / : 30.04.2024
AHaJuTHYecKHH oTuer Ne JlaTa ananu3a

Date of Manufacture / : 03/2024 Date of Expiry / : 02/2026
JaTa npou3BoaCTBA L'ogen o

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

Page30of 8/ Crp. 3 u3 8

Jl;lbo Test / IlokasaTenb Results / Pe3ynbTaTsl Specification / Hopma
3 Identification Complies / CooTBETCTBYET The  retention  times of  2-
Butylhydroxyanisole / butylhydroxyanisole and 3-
IMoa/iMHHOCTB butylhydroxyanisole peaks on the
Oy THIIrHAPOKCHAHU30 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
("Butylhydroxyarisole content"
section). / BpemeHa yaepXHUBaHUA
NMKOB  2-OYTWIrHAPOKCHAHU30JIA U
3-6yTIITHAPOKCHAHU30JIA Ha
XpoMaTorpamme UCTIBITYEMOTO
pacTeopa JOMKHBI COOTBETCTBOBAThH
BpEMEHAM  YOEPXXUBaHHA TIHKOB
2-0y THITMAPOKCHAHU30JIA "
3-6y TUNTUAPOKCHAHU30]Ia Ha
XpoMaTorpamme pacTBopa
CTaHAApTHOTO obpasua
OyTHNTUAPOKCHAHU3011a (paznen
«Conepxanue
OYTHUITHIPOKCHAHU3O0IIAY).
4 Average weight / Cpeansis 69.3 mg/ 69.3 Mr 67.2 mg to 72.8 mg (70.0 mg + 4.0 %)./
Macca Ot 67,2 mr no 72,8 Mr (70,0 Mr+ 4,0 %).
Remarks: The Product conforms to ND/ Conclusion: APPROVED /
ITpumeuanue: [Iponykr coorBeTcTBYeT TpeboBanusiM HJL 3akayenue: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
IMoaroTtorneHo: Rama Kant IMposepeno: Santosh Kumar | Ono6peHo: Menemxkep / Pykosoaurens
M Uw Maurya @L_f Amit Kumar L —
g | -
Reprint Date / Reprint Date / Reprint Date /-
Hata: 30.04.2024 Hara: 30.04.2024 Hara: 30.04.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 25900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLC004507
www.drreddys.com




Dr. Reddy's Laboratories Ltd.

®e Vo el
’ ® Formulation Unit-6
DI’. Red dy S ‘ .. Viil. Khol, Nalagarh Road, Baddi,
° Distt. Solan, H.P., 173 205, INDIA
CERTIFICATE OF ANALYSIS Tel : +91 98166 56001-02
CEPTUO®UKAT AHAJIU3A www.drreddys.com

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
IIpoaykr: Ketopon® Dkcnpece (keToponak) TabneTky, JUCTIeprupyeMble B MOJIOCTH pTa, 10 mr

Batch No / : V2400565 Batch Quantity / : 3500000 tab /
Cepust Ne O6bem cepHH 3500000 Tab
Analytical Report No / : 040002492599 Date of Analysis / : 30.04.2024
AHanuTnyeckHii oTyer Ne JaTta ananusa

Date of Manufacture / : 03/2024 Date of Expiry / : 02/2026
JaTa npon3BoACTBA Toaen no

Analysis performed according ND / Ananu3 nposegen nmo H/I:
JIII-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11112022

Page 4 of 8/ Crp. 4 u3 8

;0 Test / Iloka3aTenb Results / Pezynbratsl Specification / Hopma
Uniformity of weight / Complies / CooTBETCTBYET 18/20 tablets - not more than + 10 %
OaHOPOIHOCTE Maccehl 2/20 tablets - not more than + 20 % /

18/20 Tabnerox — He Gonee + 10 %
2/20 Tabnetok — He Honee + 20 %

5 Disintegration time / 00 min 25 sec / 00 MuH 25 cek Not more than 3 min / He 6onee 3 Mmux
Pacnapaemocts

6 Dissolution / PacTBopenue Unit-1/ Ta6n-1 99% Not less than 75% (Q) of

. C15H13NO3*C4H 1NO; (ketorolac
Unit-2 / Ta6n-2 104% tromethamine) in 15 min / He Menee
Unit-3 / Ta6mn-3 98% 75% (Q)  CisHisNO3*C4H1NO;

. . (keToponlaka  TPOMETaMHH)  4epes
Unit-4 / Tabn-4 100% 15 MuH
Unit-5 / Ta6n-5 100%

Unit-6 / Ta6n-6 101%
7 Fineness of Dispersion/ Complies / CooTBeTCTBYET A uniform suspension passing through a
JducnepcHocTs 710 pm sieve is formed. / Obpazyetcs
ONHOPOMHAsS CYCIEH3Us, MNPOXOIIlas
CKBO3b CHTO C pa3MEpPOM OTBEpPCTHUi
710 MKM.
8 Related impurities / PoncTBeHHbIe mpumMecu

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

ITpumeuanue: [IpogykT coorBeTcTBYeT Tpebopanusm HJL 3akawuenne: OJOBPEHO

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

[Monrorosneno: Rama Kant [Mpoeepeno: Sanfosh Kumar | Onobpeno: Menemxkep / PykoBoaurens

‘@V U/t Maurya 6& Amit Kumar L
\{/ (. [&.,//
Reprint Date / Reprint Date / Reprint Date / -
Jara: 30.04.2024 Hara: 30.04.2024 Hara: 30.04.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 49G0 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLCO04507
www.drreddys.com




Dr.Reddy’s ‘,’:'.

CERTIFICATE OF ANALYSIS

CEPTUOPUKAT AHAJIM3A

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

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

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoayxr: Keropon® Dxkcnpecc (keToposak) TabNeTKH, IMCIIeprHpyeMble B MOJIOCTH pTa, 10 Mr

Batch No / : V2400565 Batch Quantity / : 3500000 tab /
Cepus Ne O0nbeM cepun 3500000 Tab
Analytical Report No / : 040002492599 Date of Analysis / : 30.04.2024
AHaJuTHYECKHHA oT4eT Ne Jara ananusa

Date of Manufacture / : 03/2024 Date of Expiry / : 02/2026
JlaTa npoH3BOACTBA T'ogen o

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

PageSof 8/ Crp. Sm3 8

1-ruppoxcuananor
KeTopoJlaKa

ketorolac 1-hydroxy analog /

ketorolac 1-keto analog/

Below LOQ (LOQ = 0.0032 %) /
Huske npeaena KoJIM4eCTBEHHOTO
onpexenenns ([TKO = 0.0032 %)

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

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

I-xeroananor keToposnaka 0.13 %
Any unidentified impurity / Not more than 0.5 % / He 6onee 0,5 %
eNUHUYHAA
HenJeHTHDHULMPOBaHHAs 0.02 %
NpHUMECh
Total impurities / 0.2 % Not more than 1.0 % / He 6onee 1,0 %
CymMa npumecei
9 Water / Boaa 2.1% Not more than 7.0% w/w /

He 6onee 7,0 %

10

Residual solvents by GC/ OcTaTouyHble OpraHM4ecKHe pacTBOPUTEIH

Isopropyl alcohol /
Hzomnponanon

12 pg/tab /

12 MKr B Tabnetke

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

Remarks: The Product conforms to ND/
IIpumeuanue: [IpogykT cooTBeTcTBYET Tpebopanusim HJI

Conclusion: APPROVED /
3axmaryenne: OJOBPEHO

Prepared by /
IoarorosneHo: Rama Kant

Checked by /

Maurya @

Ipoeepeno: Santosh Kumar

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

Amit Kumar et
f&r /

ik
Reprint Date /

Jara: 30.04.2024

Reprint Date /
Jara: 30.04.2024

Reprint Date /
Jata: 30.04.2024

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@drreddys.com
CIN: L85195AP1984PLCO04507
www.drreddys.com




Dr.Reddy’s @5¢

CERTIFICATE OF ANALYSIS

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

Viil. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P,, 173 205, INDIA
Tel : +91 981646 56001-02

CEPTHOPHUKAT AHAJIM3A

www.direddys.com

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Hponyxt: Ketopon® Dkemnpece (ketoponak) TabieTky, AUCIeprupyeMble B N0j10cTH pra, 10 Mr

Batch No / : V2400565 Batch Quantity / : 3500000 tab /
Cepus Ne O6beM cepun 3500000 Tab
Analytical Report No / : 040002492599 Date of Analysis / : 30.04.2024
AHajuTHYeCKHH oT4eT No JlaTa ananan3a

Date of Manufacture / : 03/2024 Date of Expiry / : 02/2026
JlaTa npou3BoaAcTBa T'oaen pno

Analysis performed according ND / Anann3 nposeaen nmo H/I:
JIII-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11112022

Page 6 of 8/ C1p. 6 u3 8

11 | Microbial enumeration tests / Muxkpo6uojoruueckas 4ucrora*
a) Total Aerobic Microbial NA Not more than 1000 CFU/g /
Count / Ob1uee yuco He 6onee 1000 KOE/T
a’pOOHBIX MUKPO-
OpTraHU3MOB
b) Total Combined Yeast NA Not more than 100 CFU/g /
and moulds count / Obiuee He 6onee 100 KOE/r
YHCIIO OPOIOKEBBIX U
IUIECHEBBIX TPUOOB
¢) Escherichia Coli NA Shell be absent in 1 gram /
OrcytctBHe B 1 1
12 | Uniformity of dosage units / 9.6 Acceptance value (AV) not more than
OaHopoaHoOCTh 15.0 / IlpuemouHoe 3HaueHue (AV) He
[03UPOBaHUSA 6onee 15,0.
13 | Assay/KosaunuecrBeHHoe 10.1 mg/ 10.1 mr From 90mg to 11.0mg of
onpeaeJieHHE (101.2 %) C1sH13NO3*C4H;1NO3 (ketorolac
tromethamine) (from 90.0 to 110.0 % of
the label claim) per a tablet / Ot 9,0 Mr
pi (o] 1 1,0 MrIr C15H13NO3'C4H11NO3
(xeroponaka tpomeramuH) (ot 90,0 mo
110,0 % oT 3asBJIEHHOr0 KOJIUYECTBA) B
TabneTke
14 | Butylhydroxyanisole 0.0929 mg/tab / Not less than 0.042 mg/tab /
content / Coaepxanue 0.0929 mr B Tabnetke He menee 0,042 mr B TabneTke
Oy TH/ITMAPOKCHAHN30JIA

Remarks: The Product conforms to ND/

ITpumeyanue: [TponykT cooTBeTcTBYET TpeboBanusm HJ|

Conclusion: APPROVED /
3akmouenne: OJIOBPEHO

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

IMoarorosneHo: Rama Kant ITporepeno: Santosh Kumar | Onobpeno: Menemxkep / PykoBoaurens
M Maurya / Amit Kumar /E :’\__;/

Reprint Date / ' Reprint Date / Reprint Date / -

JHara: 30.04.2024 Hara: 30.04.2024 Hara: 30.04.2024

Registerad Cffica: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 505024, Telangana, Inaia
Tel: +91 40 4500 2200, Fax: +51 40 49355 2229, Email: mail@drraddys.com
CIN: LS51954P1884PLCO04207

wynwv.drreddys.com




Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS

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

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

CEPTHOPUKAT AHAJIN3A

www.direddys.com

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoayxt: Keropon® Dkernpece (ketoponak) TabNeTky, AMCTepriupyembie B noaocTy pra, 10 mr

BatchNo / : V2400565 Batch Quantity / : 3500000 tab /
Cepus Ne O6bem cepu 3500000 Tab
Analytical Report No / : 040002492599 Date of Analysis / : 30.04.2024
AunaJluTHYECKHH oT4yeT Ne JlaTa anajn3a

Date of Manufacture / : 03/2024 Date of Expiry / : 02/2026
Jara npon3BoacTBA T'onen mo

Analysis performed according ND / Anann3s nposeaen mo HJI:
JII-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 blister of
(PA/AL/PE with
desiccant/HDPE) foil // (PE/AL)
foil. 2 blisters with patient
information leaflel in a carlon
pack. / Ilo 10 Tabnerok B
6nucrepe w3 (ITA/AJIIID ¢
Brnaronornoturenaem/I19BII)

¢doneru // (I13/AJT) donsru. Ilo
2 6nucrepa ¢ UHCTPYKLHUEH I1O

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 6nuctepe u3 (ITA/AJI/TID ¢
snaronornotutenem/I19BII) ¢onsru //
(I19/AJT) ponbru. ITo 1 umm 2 6aucTepa
C MHCTPYKUMEH [0 TNPUMEHEHUIO B
Mayky KapTOHHYIO.

MPHMEHEHUIO B
KapTOHHYIO.

Mmauky

16 | Labeling / MapkupoBka

According to ND / B cootBercTBuM ¢ HJJ

17 | Storage conditions /
XpaHeHnue

Below 25 °C. / Ilpu Temnepatype He Bbiie 25 °C.

18 Shelf life / Cpok roaHocTH

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.
* [Ipu BLINYCKe JIEKAPCTBEHHOTO MpenapaTa KOHTPOJIb Ka4ecTBa 110 NoKa3aTeo «MuKpoouoiornyeckas
YHCTOTA» MPOBOAMTCS AN Kaxao# 20-0if cepuH, U AJISt ONHOI cepUH B I'0Ji, B 3aBHCUMOCTH OT TOT0, YTO

HACTYNUT paHbUIE.

Remarks: The Product conforms to ND/
IIpumeyuanue: [IpoaykT cooTBeTcTBYET TpeboBanusM HJ[

Conclusion: APPROVED /
3akmouenne: OJIOBPEHO

Prepared by /
IToxrorosne”o: Rama Kant

Qo

Checked by /
Tlposepeno: Santosh Kumar

Approved by: Manager/Executive /
Onobpeno: Menemxkep / Pykosonuresb

Amit Kumar S
/><~_/

Reprint Date /
Jara: 30.04.2024

Maurya ‘;&ﬂ_
Reprint Date /

Jara: 30.04.2024

Reprint Date/ -
Jata: 30.04.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500024, Telangana, India
Tel: 191 40 4500 2900, Fax. 191 40 3260 2999, Cirrail, 11ail @ r=ddys.cun
CIN: L85185AP1884PLC3045C7

www.drreddys.com




Dr.Reddy’s ":‘

Dr. Reddy's Laboratories Lid
Forimulation Unit-6

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

CERTIFICATE OF ANALYSIS

Tal : 4921 98166 56001-62

CEPTUO®UKAT AHAJIM3A

wwwediteddys.com

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykr: Keropon® Dkenpecc (keToposak) TabieTky, AUCIIeprupyeMsble B MOJIOCTH pTa, 10 Mr

Batch No / : V2400565 Batch Quantity / : 3500000 tab /
Cepus Ne O6bem cepun 3500000 Tab
Analytical Report No / : 040002492599 Date of Analysis / : 30.04.2024
AnajnTHYecKHi oTyeT Ne Jara anaamnza

Date of Manufacture / : 03/2024 Date of Expiry / : 02/2026
JlaTa NpoH3BOACTBA T'open no

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

Page 8 of 8 /C1p. 83 8

APIname / Hanmenopanue ADC:

Ketorolac tromethamine / Ketopoiaka

Howmep cepuu cyb6ertannun nponssoaurens ['JID:

TPOMETAMUH
INN/ MHH: Ketorolac / Keroponak
API manufacturer batch number / ABRH001225
Homep cepuu npoussoautens AQC:
FP Manufacturer API Batch number / FERA00142

API Manufactured by & country /
IIpoussoanrens ADC, crpana:

Dr. Reddy's Laboratories Ltd., India /
J-p Penau'c Jlaboparopuc JIta., MHaus

Remarks: The Product conforms to ND/
IIpumeuanue: [lponykr coorBercTByeT TpeboBanusmM HJL

Conclusion: APPROVED /
3akmouenne: OJJIOBPEHO

Prepared by / Checked by /
IMToarorosneno: Rama Kant

Rubott

Maurya @;‘

Iposepeno: Santosh Kumar

Approved by: Manager/Executive /

Amit Kumar h N
/

Reprint Date /
Hara: 30.04.2024

Reprint Date /
Jara: 30.04.2024

Reprint Date / ;
Jara: 30.04.2024

Registerad Cffice:

3-2-337, Road No. 3, Banjara Hills, Hyderahad - 500034, Telangana, India
; w51 40 4960 2699, Email: mail@drraddvs.com
SAP19S4PLCIN4E07T

wonsdrreddys.com

Onobpeno: Menemkep / PykoBonuTess




