Dr.Reddy’s ‘f’:‘

CERTIFICATE OF ANALYSIS

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

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

CEPTHOUKAT AHAJIU3A

www.drreddys.com

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykr: Keropon™ Skenpece (keToposnak) TabiieTku, AMCIEprupyembie B MoJocTH pra, 10 mr

Batch No / : V2400676 Batch Quantity / : 3600000 tab /
Cepua No O0bem cepun 3600000 Tab
Analytical Report No / : 040002510183 Date of Analysis / : 30.04.2024
AHaJuTHYeCKHMil oTyeT Ne Jara ananusa

Date of Manufacture / : 04/2024 Date of Expiry / : 03/2026
Jara nponsBoacrea I'onen no

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

Page10f8/Crp.1u3 8

N . .

Noo Test / okazaTesnb Results / Pe3ynsratsl 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. / Kpyrnete, mnockue | Kpyrisle, miockue TabneTku ¢ Gackoii,
TabJNeTKH C (acKoH, CBETNO- | CBETIO-KENTOrO LBETA C rPaBHPOBKOIA
XKEITOro LBETAa C IPaBHPOBKON | «|» Ha OXHOM CTOPOHE.
«|» Ha OZHO¥ CTOpOHE.

2 Identification / [TopnuHHOCTS

Ketorolac / Kemoponaxk

a) Byuv/
V®-cnekrpodoTomeTpus

Complies / CooTBeTCTBYET

UV spectra of the test solution and
ketorolac ~ tromethamine  standard
solution should have peaks at the same
wavelength (= 2 nm). / VY®-cnektpsl
TIOTJIOLIEHHUs UCTIBITYEMOTO pacTBOpa
pacTBopa  CTaHZapTHOro  obpasua
KETOpoJiaka TpOMETaMUHA  JOJDKHBI
HMETh MaKCUMYMBI [IPU OJHOU U TOM XKe
IUTMHE BOJHHI (+ 2 HM).

Remarks: The Product conforms to ND/
ITpumeyanue: Iponykt cooTBeTcTBYeT TpeGopanusam HJJ

Conclusion: APPROVED /
3axkawyenne: OJJOBPEHO

Jara: 30.04.2024

Prepared by / Checked by / Approved by: Manager/Executive /
INoarorosneHo: Santa& IIposepeno: Pardeep Kumar | Ono6peno: Menenxep / PykoBoautens
Kumar Maurya : Amit Kumar A

Reprint Date / Reprint Date / Reprint Date /

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 4C 4900 2999, Email: maii@drraddys.com

CIN: L85195AP1984PLCO04507

www.drreddys.com



Dr.Reddy’s €3¢

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

CEPTHOUKAT AHAJIU3A

www.drreddys.com

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Hpoaykr: Keropon™ Dkenpece (keToposiak) TabneTky, AUCIEprupyeMbie B MoJI0cTH pTa, 10 Mr

Batch No / : V2400676 Batch Quantity / : 3600000 tab /
Cepusa Ne O6Bem cepun 3600000 Tab
Analytical Report No / : 040002510183 Date of Analysis / : 30.04.2024
AnanuTHyeckuii oTuer Ne HdaTta ananu3a

Date of Manufacture / : 04/2024 Date of Expiry / : 03/2026
Jara npouzBoacrea I'ogen o

Analysis performed according ND / Ananu3 nposenen no HJI:
JITI-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11112022

Page2 of 8 /C1p. 2 u3 8

No

No Test / Iloxa3arean

Results / PesynbTaTsl

Specification / Hopma

b) By HPLC/B32XX

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 ynmepxuBaHus
OCHOBHOTO NHKa Ha XpOMaTorpamme
HCOBITYEMOrO  pactBopa  JOJIKHO
COOTBETCTBOBATh BpEMEHH
YIAEPXKHMBAaHUS OCHOBHOrO TIMKa Ha
XpOMaTorpamme pacTBopa
CTaHIapTHOTO KeTopoJiaka
TpOMETaMHHa (pasnen
«KoniecTBeHHOE OMPEETIEHHE).

oOpasua

Remarks: The Product conforms to ND/
IIpumeuanue: IlpogykT cootBercTBYeT Tpebopanusam HJI

Conclusion: APPROVED /
Saxiawuenne: OJOBPEHO

Hara: 30.04.2024

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

IToarorosnexo: Santosh ITpoeepeno: Pardeep Kumar | Ono6peno: Menemxkep / Pykosoaurens
s O

Kumar Maurya I . Amit Kumar ‘/l\»\/

Reprint Date / Reprint Date / Reprint Date /

Hara: 30.04.2024

Hata: 30.04.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 4C 4900 2999, Email: maii@drraddys.com
CIN: L85195AP1984PLCO04507

wwnet dreedrys 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 AHAJIU3A

www.drreddys.com

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

Iponyxt: Keropon® Dkcnpece (keToponak) TablieTKy, AUCIeprupyeMble B MOJIOCTH pTa, 10 Mr

Batch No / : V2400676 Batch Quantity / : 3600000 tab /
Cepus Ne O0Bem cepun 3600000 Tab
Analytical Report No / : 040002510183 Date of Analysis / : 30.04.2024
AnaluTHyeckHi oTdeT No JlaTa aHaH3a

Date of Manufacture / : 04/2024 Date of Expiry / : 03/2026
Jdata npousBoacrsa TI'open no

Analysis performed according ND / Ananu3 nposeaen no HJI:
JIII1-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11112022

Page30of8/Crp. 3 m3 8

; 0 Test / IlokasaTennb Results / Pe3ynbTaThl Specification / Hopma
3 Identification Complies / CooTBeTCTBYET The  retention  times  of  2-
Butylhydroxyanisole / butylhydroxyanisole and 3-
HopnuHHOCTL butylhydroxyanisole peaks on the
OYTHArHAPOKCHAHM30JI 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 ynepx UBaHUA
OHKOB  2-OyTHITHOPOKCHAHU300A U
3-6y THITHAPOKCHAHU30J1a Ha
XpoMmaTorpaMmme HCTIBITYEMOTO
pacTBopa HOMKHBI COOTBETCTBOBATh
BpEMEHaM  yAepXXHBaHH MTHKOB
2-6yTHITHAPOKCHAHU30J1a 7
3-0y TWITHAPOKCHAHU30J1a Ha
XpoMaTorpamme pacTBOpa
CTaHJApTHOTO obpasna
OYTHITHAPOKCHAHU30JIa (pazmen
«ConepxaHue
OYTUNTHAPOKCHAHU30MAY).
4 Average weight / Cpenuss 69.3 mg/ 69.3 mMr 67.2 mg to 72.8 mg (70.0 mg + 4.0 %). /
Macca Ot1 67,2 mr no 72,8 mr (70,0 Mr £ 4,0 %).

Remarks: The Product conforms

ITpumeuanue: ITpoaykT cooTBeTCTBYET TpeboBanuam HJ{

to ND/

Conclusion: APPROVED /
3aknwuyenne: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[Toaroroeneno: Santosh IIposepeno: Pardeep Kumar | OnobpeHo: Meunemkep / PykoBogutens
Kumar Maurya Gi Amit Kumar ;,f

Reprint Date / Reprint Date / Reprint Date /

Hara: 30.04.2024 Jara: 30.04.2024 Iata: 30.04.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tei: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: maii@drraddys.com
CIN: L85195AP1984PLC0O04507

wvnw drreddys 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

CEPTUOUKAT AHAJIN3A

www.drreddys.com

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Hpoayxr: Keropon™ Dkenpece (keToponak) TablieTKH, AMCTIEprUpyeMBbIe B IOJIOCTH pTa, 10 Mr

Batch No / : V2400676 Batch Quantity / : 3600000 tab /
Cepns Ne O6beM cepun 3600000 Tab
Analytical Report No / : 040002510183 Date of Analysis / : 30.04.2024
AHanuTHdeckuii oTueT Ne Jara anaqunza

Date of Manufacture / : 04/2024 Date of Expiry / : 03/2026
Jara nponssoacTea I'onen no

Analysis performed according ND / Ananu3s nposenen mo HJI:
JI1-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11112022

Page 4 of 8/ C1p. 4 u3 8

JI:)O Test / IlokazaTesnnb Results / Peaynbrath Specification / Hopma
Uniformity of weight / Complies / CootBeTcTBYET 18/20 tablets - not more than + 10 %
OaHOpPOAHOCTH MacehI 2/20 tablets - not more than + 20 % /

18/20 Tabnerok — He 6Gonee + 10 %
2/20 Tabnerok — He 6onee = 20 %

5 Disintegration time / 00 min 17 sec / 00 Mun 17 cex Not more than 3 min / He 6onee 3 Mun
Pacnapaemoctsb

6 Dissolution / PacTBopenune Unit-1/ Ta6n-1 103% Not less than 75% (Q) of

. C15sH13NO3*C4H | 1NO; (ketorolac
Unit-2 / Ta6n-2 101% tromethamine) in 15 min / He menee
Unit-3 / Ta6n-3 104% 75% (Q)  CisHisNO3;*CsH;NO;

) . (xeroposiaka  TPOMETaMHH)  4Yepe3
Unit-4 / Ta6n-4 96% 15 MuH
Unit-5 / Ta6n-5 96%

Unit-6 / Ta6-6 97%
7 Fineness of Dispersion/ Complies / CooTBeTcTBYET A uniform suspension passing through a
JucnepcHocTs 710 pm sieve is formed. / O6pazyercs
OJHOpPOJHAs CYCHEH3Ws, MPOXOIAIlas
CKBO3b CHUTO C pa3MepOM OTBEPCTHIA
710 MxM.
8 Related impurities / PoacTBeHHbIe pUMecH

Remarks: The Product conforms

to ND/

Ilpumeuanue: Ilpoaykr coorBercTByeT Tpebosanusam HJJ

Conclusion: APPROVED /
3akaouenne: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
IToaroroneHo: Santos]zy‘_ [Tposepeno: Pardeep Kumar | Omo6peno: Menemkep / Pykosoautens
Kumar Maurya Amit Kumar R

QL—j . /S( e
Reprint Date / Reprint Date / Reprint Date/
JHata: 30.04.2024 Hara: 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 4C 4900 2999, Email: maii@drreddys.com
CIN: L85135AP1984PLCO04507

www.drreddys.cun




Dr.Reddy’s ":‘

CERTIFICATE OF ANALYSIS

CEPTUO®HUKAT AHAJIU3A

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

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

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoayxt: Ketopon® Dxcnpece (keToposak) TablIeTKH, AUCTIEPTHPYEMBIE B MOJIOCTH pTa, 10 Mr

Batch No / : V2400676 Batch Quantity / : 3600000 tab /
Cepusa Ne O0bem cepun 3600000 Tab
Analytical Report No / : 040002510183 Date of Analysis / : 30.04.2024
AHasnTHYecKHi oTyeT Ne JlaTa ananu3sa

Date of Manufacture / : 04/2024 Date of Expiry / : 03/2026
JaTta npon3soacrea I'onen 10

Analysis performed according ND / Anann3s nposeaen mo H/I:
JII1-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11112022

Page5of8/Crp. Su3 8

1-ruapokcuananor
KeTopoJiaKa

ketorolac 1-hydroxy analog /

ketorolac 1-keto analog/

Below LOQ (LOQ = 0.0032 %) /
Husxe mpeena KoMyecTBEHHOTO
onpeaeneHns (ITKO = 0.0032 %)

Not more than 0.5 % / He 6o1ee 0,5 %

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

1-xeToaHaNor KETOpOIaKa 0.07 %
Any unidentified impurity / Not more than 0.5 % / He 6onee 0,5 %
eIMHUYHAs
HEeUAEeHTH(UIUPOBAaHHAS 0.03 %
npUMech
Total impurities / 0.1% Not more than 1.0 % / He 6omee 1,0 %
CymMma npumeceit
9 Water / Bopa 24 % Not more than 7.0% w/w /

He 6onee 7,0 %

10

Residual solvents by GC/ OcTaTo4yHbie OpraHuyecKHe pacTBOPUTENH

Isopropyl alcohol /
Hzonponanon

05 pg/tab /
05 MKT B TabneTke

Not more than 350 pg/tab /
He 6omee 350 Mxr B TabneTke

[ Remarks: The Product conforms to ND/
Ilpumeuanue: ITpogykT cooTBeTcTBYET TpeboBanuam HJ

Conclusion: APPROVED /
3akmouenune: OJJOBPEHO

Hara: 30.04.2024

Jara: 30.04.2024

Prepared by / Checked by / Approved by: Manager/Executive /
ITonrorosneno: Santosh ITpoBepeno: Pardeep Kumar | Onobpeno: Menemxkep / PykoBoauTens
Kumar Maurya A Amit Kumar [\ _,_\“—

cﬁ——;— J /
Reprint Date / Reprint Date / Reprint Date /

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 4C 4300 2999, Email: maii@drraddys.com

CIN: L85195AP1984PLLC004507
www.drreddys.com



Dr.Reddy’s €%¢

CERTIFICATE OF ANALYSIS

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

Vill. Khol, Nalagarh Road, Baddj,
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
Ipoaykr: Ketopon® Sxcnpecc (keToponak) TabneTkH, AUCIeprupyeMble B ONOCTH pra, 10 Mr

Batch No / : V2400676 Batch Quantity / : 3600000 tab /
Cepus Ne Oo0bem cepun 3600000 Tab
Analytical Report No / : 040002510183 Date of Analysis / : 30.04.2024
AHaJMTHYECKHH oT4eT No JlaTa anaausa

Date of Manufacture / : 04/2024 Date of Expiry / : 03/2026
JaTa npousBoacTBa I'open no

Analysis performed according ND / Anann3s nposenen nmo H/I:
JII1-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11112022

Page 6 of 8/ C1p. 6 u3 8

11 | Microbial enumeration tests / Mukpo6uonoruueckas 4ncrora*
a) Total Aerobic Microbial NA Not more than 1000 CFU/g /
Count / O61iee 9ucio He 6onee 1000 KOE/r
a3pOOHBIX MUKPO-
OpraHu3MoOB
b) Total Combined Yeast NA Not more than 100 CFU/g /
and moulds count / O6ee He 6onee 100 KOE/r
YHUCJIO NPONOKEBBIX U
IUIECHEBBIX IPpUOOB
¢) Escherichia Coli NA Shell be absent in 1 gram /
OtcytctBue B 1 1
12 Uniformity of dosage units / 4.0 Acceptance value (AV) not more than
OaHopoaHOCTH 15.0 / IIpuemouHoe 3HaueHue (AV) He
NO3UpPOBAHUS 6onee 15,0.
13 Assay / KoaunuecTBeHHOE 9.9mg/9.9 mr From 90mg to 11.0mg of
onpeaeJieHHe (99.4 %) C1sHisNO3*C4H1NO; (ketorolac
tromethamine) (from 90.0 to 110.0 % of
the label claim) per a tablet / Ot 9,0 mMr
pi(e] 1 1,0 MI C15H13NO3‘C4H11NO3
(xeroponaka TpomeramuH) (ot 90,0 mo
110,0 % oT 3asABIEHHOrO KONUYECTRA) B
TabneTke
14 | Butylhydroxyanisole 0.0925 mg/tab / Not less than 0.042 mg/tab /
content / Conepxanue 0.0925 mr B Tabnerke He menee 0,042 mr B TabneTke
OYTHATHAPOKCHAHM30/1A
Remarks: ‘I'he Product contorms to N1/ Conclusion: APPROVED /
ITpumeuanwue: [Ipoaykr cooTBeTcTRYeT TpebopanusM HJJ 3axaouenue: OJIOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
IToarorosneno: Santosh [Tporepeno: Pardeep Kumar | OnobpeHo: Menemxkep / PykoBoautens
Kumar Maurya ( E ! _ Amit Kumar W
- —_-_’___,,—"
Reprint Date / Reprint Date / Reprint Date /
Jata: 30.04.2024 Jara: 30.04.2024 Jata: 30.04.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 5060034, Telangana, India
Tei. +91 40 4900 2900, Fax: +91 40 4900 2999, Email: maii@drreddys.com
CIN: L85195AP1984PLC0O04507

www.drreddys.com




Dr.Reddy’s €5¢

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

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

CERTIFICATE OF ANALYSIS Tel : +91 98166 56001-02

CEPTUOPUKAT AHAJIN3A

www.drreddys.com

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykr: Ketopon® Dkcnpece (keToponak) TableTkH, AUCTIEprupyeMble B MOIOCTH pra, 10 Mr

Batch No / : V2400676 Batch Quantity / : 3600000 tab /
Cepus No Oo0Bbem cepun 3600000 Tab
Analytical Report No / : 040002510183 Date of Analysis / : 30.04.2024
AHajuTHYeCKHH oTyeT Ne JlaTa ananu3a

Date of Manufacture / : 04/2024 Date of Expiry / : 03/2026
Jdara npousBoacTea T'open no

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

Page 7 of 8/ C1p. 713 8

15

Package / Ynakopka

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. / Tlo 10 Tabnerok B
6nucrepe w3 (ITA/AJV/IID ¢
Biaronoriaorurenem/[13BIT)

donbru // (II3/AJT) domnsru. Io
2 GnucTepa ¢ HHCTPYKLUEH Io

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
Tabnerox B 6nuctepe uz (ITA/AJI/IID ¢
praronornorurenem/[13BIT) ¢onsru //
(IT3/AJT) donsbru. ITo 1 unu 2 6nuctepa
C HUHCTPYKLHMEH IO NPUMEHEHUIO B
Na4yKy KapTOHHYIO.

NPHUMEHEHMIO B
KapTOHHYIO.

nayKy

16

Labeling / MapkupoBska

According to ND / B cootBetcTBUH ¢ H]J

17

Storage conditions /
XpaHeHue

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

18

Shelf life / Cpok roanocrn

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 BeIMyCKe JIEKAPCTBEHHOr0 NpenapaTa KOHTPOJIb KaYecTBa No nokaszaTtento «MHKpPOGUoIoruyecKas
YHCTOTA» MPOBOAMTCS AJA KaxAoi 20-o0ii cepun, WM 1JIst OAHOM CEpUM B rojl, B 3aBUCUMOCTH OT TOI'0, YTO
HACTYIHT paHblue.

Remarks: The Product conforms to ND/
Ilpumeuanue: [Iponykr coorBeTcTBYeT TpeboranusaM HJJ

Conclusion: APPROVED /
3akmouenue: OJIOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[Moaroroeneno: Santosh [Iposepeno: Pardeep Kumar | Omobpeno: Menemxkep / PykoBoaurens
Kumar Maurya - Amit Kumar c

<l e Azt
Reprint Date / Reprint Date / Reprint Date /
Jlara: 30.04.2024 Jlara: 30.04.2024 Jara: 30.04.2024

Registered Office: 8-2-337, Road No. 3, 8anjara Hills, Hyderabad - 500034, Telangana, india
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: maii@drreddys.com
CIN: L85135AP1984PL.C004507

www.drreddys.com



Dr. Reddy's Laboratories 1td.
q ..o Formulation Unit-6
? [ ] . ) . .
Vill. Khol, Nalagarh Road, Baddj,
DI'. Reddy S » Distt. Solan, H.P.,, 173 205, INDIA
Tel : +91 98166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS
CEPTUDPHUKAT AHAJIU3A

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
IIpoaykt: Ketopon® Okenpecc (keToponak) TabeTky, AMCHEprupyemble B IOJIOCTH pTa, 10 Mr

Batch No / : V2400676 Batch Quantity / : 3600000 tab /
Cepus Ne Oo0bem cepun 3600000 tab
Analytical Report No / : 040002510183 Date of Analysis / : 30.04.2024
AnaJnrHyecknii oruer Ne Jlara anaausza

Date of Manufacture / : 04/2024 Date of Expiry / : 03/2026
JaTa npounsBoacTBa I'omen po

Analysis performed according ND / Ananan3 npoBenen mo H/I:
JITI-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11112022

Page 8 of 8 / C1p. 8 u3 8

API name / HaumeHoBanue ADC: Ketorolac tromethamine / Ketoponaka
TPOMETaMHH

INN/MHH: Ketorolac / Keroponak

API manufacturer batch number / ABRHO001226

Howmep cepuu nponssoauressi APC:

FP Manufacturer API Batch number / FERA00141

Homep cepun cy6etannuu npoussoaurtens I'JIdD:

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

IpousBoaurens ADC, cTpana: J-p Pepnu'c Jlaboparopuc JIta., Uanus
Remarks: The Product conforms to ND/ Conclusion: APPROVED /
Ipumeuanue: IpoaykT cooTBeTcTBYET TpebGoBanusam HJT 3akmouenne: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
IoarorosneHo: Santo;lj ITposepeno: Pardeep Kumar | Ono6peHo: Menemxkep / PykoBoauTesnnb
Kumar Maurya e £ ‘ Amit Kumar A__,_;
Reprint Date / Reprint Date / Reprint Date /
Hara: 30.04.2024 Jara: 30.04.2024 Hata: 30.04.2024

Registered Office: 8-2-337,-Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, india
Tel. +91 40 4900 2900, Fax: +91 4C 4900 2998, Email: maii@drraddys.com
CIN: L85195AP1984PLC0O04507
www.drreddys.com



