De
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, IND|A
Tel 1 +91 98166 56001-02
www.drreddys.com

CEPTUOPUKAT AHAJIU3A

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
IMpoaykr: Keropon™ Dkcnpecc (keToposak) TabneTky, AUCTIEprupyeMble B NONOCTH pTa, 10 Mr

Batch No / 1 V2400323 Batch Quantity / : 3600000 tab /
Cepust Ne O0bem cepun 3600000 Tab
Analytical Report No / : 040002452165 Date of Analysis / : 16.03.2024
AuajaurHyecknii oTuer Ne Jata aHain3a

Date of Manufacture / : 02/2024 Date of Expiry / : 01/2026
JlaTa npon3BoacTBa T'ogen xo

Analysis performed according ND / Anann3 nposeaen mo H/I:
JIT1-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / n3menenne Nel or
27.12.2021, n3menenne Ne2 ot 11.11.2022)

Page10of8/Crp. 1 u3 8

1}00 Test / [lokazaTesnb Results / Pe3ynbratst 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. / Kpyrnele, 1wiockue | Kpyrisle, ninockue TabieTku ¢ dackol,
TabneTku ¢ (ackoif, CBETIO- | CBETIIO-XKENTOro LBETa C IPABUPOBKOI
ENTOTO LBEeTa C IPaBUPOBKON | «I» Ha OMHOH CTOpOHE.
«l» Ha OIHOM CTOpOHE.

2 Identification / [ToxnmMHHOCTB

Ketorolac / Kemoponaxk

a) ByUv/
YV ®-cnexrpodoTomMeTpus

Complies / CoOTBETCTBYET

UV spectra of the test solution and
ketorolac  tromethamine  standard
solution should have peaks at the same
wavelength (= 2 nm). / Y®-cnekTpsl
MOIJIOLIEHUS] HCTILITYEMOTO PacTBOpa U
pacTsopa  cTaHmapTHoro  o6pasia
KETOpOjaka TpOMETaMHHa JOJDKHBI
HMETh MaKCUMYMBI TIPH OAHOH U TOH ke
JUTHHE BOJTHEI {+ 2 HM).

Remarks: The Product conforms to ND/
ITpumeuanue: [Ipogykr cooTBeTCTBYET Tpebopanusam HJ

Conclusion: APPROVED /
3axmwouenne: OJOBPEHO

Prepared by /
IToxrorosieHo; Pra;}sh Rana

o

Checked by /
IIpoeepeno: Rama Kant

¥ gl

Approved by: Manager/Executive /
Onobpeno: Menemxkep / PykoBogurens
Manoj Kumar

Reprint Date /
Jara: 19.03.2024

Reprint Date /
Mara: 19.03.2024

Reprint Date /
Jara: 19.03.2024

Registered Office: 8-2-337, Road No, 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tal: 491 50 4900 2900, Fav: #0140 4900 2999, Email: mail@drreddys.com

CIN: L8§5195AP1934PLCO04E0T

vwesdrreddys.com




Dr. Reddy's Laborateries Ltd
Formulation Unit-6

Qe
Dr. Reddy’s ‘:.. Vill. Khol, Nalagarh Road, Baddi,

Disti. Solan, H.P., 173 205, INDJA
Tel 1 +91 98166 56001-02
CERTIFICATE OF ANALYSIS www.drreddys.com
CEPTHOUKAT AHAJIM3A

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoayxr: Keropon® Dxcnpecc (keToponak) TabneTkH, AUCIEprupyeMbie B nonocty pra, 10 mr

Batch No / : V2400323 Batch Quantity / : 3600000 tab /
Cepusa Ne O0BeM cepHH 3600000 Tab
Analytical Report No / : 040002452165 Date of Analysis / : 16.03.2024
AdaJUTHYECKHH oTyeT Nt Jara ananusa

Date of Manufacture / : 02/2024 Date of Expiry / : 0172026
JlaTa mpoH3BOACTBA I'onen xo

Analysis performed according ND / Anann3 nposeaen no HJI:
JIT1-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / uzmenenne Nel ot

27.12.2021, usmenenue Ne2 ot 11.11.2022)

Page2 of 8/ Ctp.2 u3 8

No

N Test / Iloka3zaTeab Results / Pe3ynpTaThl 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), / Bpems yaepXuBaHuUs
OCHOBHOr0 MNHKa Ha XpOMaTorpaMme
HUCMBITYEMOTO  pacTBOpa  JAOJDKHO
COOTBETCTBOBATb BpPEMEHH
yIep)KMBaHUS OCHOBHOTO IHKa Ha
XpoMaTtorpamme pacTBOpa
CTaHAapTHOrO oOpa3la KeTopoJiaxa
TpOMETaMuUHA (paznen
«KonuuecTBeHHOE OTIpe/IeNIeHIEY).

Remarks: The Product conforms to ND/ Conclusion: APPROVED /
Ipumeuanue: Iponykr coorBeTcTBYET TpeboBanuam HJI 3akmouenne: OJIOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /

IMoarororneno: Pravesh Rana | IIpoeepeno: Rama Kant Onobpeno: Menemxep / Pykosoauresb
j & Manoj Kumar @‘a
Z a7t

Reprint Date / Reprint Date / Reprint Date /
Hara: 19.03.2024 Hata: 19.03.2024 Jata: 19.03.2024

Registerad Office: 8-2-337, Road Mo. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: ~91 40 4900 2929, Email: mail@drreddys.com
CIN: L35195AP1984PLCD0A507
vaww.drireddys.com




Dr. Reddy's Laboratories Ltd
Formulation Unit-6

@
Dl'. Reddy,s ‘.... Vill. Khot, Nalagarh Road, Baddi,

Distt. Solan, H.P., 173 205, IND{A

Tel : +91 98166 56001-02
CERTIFICATE OF ANALYSIS . drreddys.com

CEPTHO®UKAT AHAJIM3A

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykr: Keropon® Dkenpecc (keToposak) TabaeTkH, AMCHEPrUpyeMble B NIOJIOCTH pTa, 10 Mr

Batch No / : V2400323 Batch Quantity / : 3600000 tab /
Cepns Ne Obwem cepan 3600000 Tab
Analytical Report No / : 040002452165 Date of Analysis / : 16.03.2024
AnaJuTHYecKHH oTyeT Ne Jarta ananausa

Date of Manufacture / : 02/2024 Date of Expiry / : 01/2026
JaTta npon3goacTsa T'ogen go

Analysis performed according ND / Ananu3s nposeaen no H/I: ‘1
JITI-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / n3menenne Nel ot
27.12.2021, uamenenne Ne2 ot 11.11.2022)

Page 3 of 8/ C1p. 3 u3 8

No
Ne
3 Identification Complies / CooTBETCTBYET The  retention  times of  2-
Butylhydroxyanisole / butylhydroxyanisole and 3-
I[MopanuHOCTH butylhydroxyanisole peaks on the
OyTHNTHAPOKCHAHU3O0JI 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 y#epXHBaHU:
NHKOB  2-OyTHITHMAPOKCHAHU30NA U
3-GyTUArHAPOKCUAHU30I1a Ha
XpoMaTorpamme HCIIBITYEMOTO
pacTBopa HOJDKHBI COOTBETCTBOBATh
BpEMEHaM yIepXKUBaHUS MTHUKOB
2-6yTUNTHAPOKCHAHU301a n
3-6yTUATHAPOKCHAHU30MA Ha
XpOMaTorpaMme pacTBOpa
CTaHJApPTHOTO obpasua
Oy TUITHAPOKCHAHU30J1a (paznen
«Copnepxanue
OYTHUITHAPOKCHAHH30JIAM).

Test / Iloxa3aTens Results / Pe3ynbraThl Specification / Hopma

4 Average weight / Cpequsas 69.8 mg / 69.8 Mr 67.2 mg to 72.8 mg (70.0 mg £ 4.0 %)./
Macca Ot 67,2 Mr g0 72,8 mr (70,0 Mr£ 4,0 %).

Remarks: The Product conforms to ND/ Conclusion: APPROVED /
ITpumeuanue: [IpogykT cooTBeTCTBYET TpeboBanusam H]J 3aknwuenune: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
IMoarorosneHo: PraveshRana | IIposepeno: na Kant OnobpeHo: Menemxep / Py:{(m[,mfrenb

, Manoj Kumar
& po i

Reprint Date / Reprint Date / ' Reprint Date /
Jara: 19.03.2024 Hara: 19.03.2024 Jata: 19.03.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: 491 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: 1L85195AP1984PLCO04507
www.drreddys.com




Dr.Reddy’s ":'

CERTIFICATE OF ANALYSIS

Dr. Reddy's Laborateries Itd
Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddj,
Distt. Solan, H.P., 173 205, INDA
Tel: +91 98166 56001-02
veww.drreddys.com

CEPTUPHUKAT AHAJIM3A

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykr: Ketopon® Jkenpece (keToponak) TabneTkH, AUCHIEPrUpYeMble B II0J10CTH pTa, 10 Mr

Batch No / : V2400323 Batch Quantity / : 3600000 tab /
Cepus Ne Ob6BneM cepHH 3600000 Tab
Analytical Report No / : 040002452165 Date of Analysis / : 16.03.2024
AHaJIUTHYCCKHH O0T4eT Ne Jarta anannza

Date of Manufacture / : 02/2024 Date of Expiry / : 01/2026
Jara npon3BoacTBa I'ogen no

Analysis performed according ND / Ananau3 nposeaen mo HJI:
JITI-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / usmenenne Nel or

27.12.2021, uzmenenne Ne2 ot 11.11.2022)

Page4 of 8 /Crp. 4 u3 8

‘1}? Test / [Ioka3aTesb Results / Pe3ynsTatsl Specification / Hopma
Uniformity of weight / Complies / CooTBETCTBYET 18/20 tablets - not more than + 10 %
OAHOpPOAHOCTH Macehl 2/20 tablets - not more than + 20 % /

18/20 Ttabnerox — He 6onee =10 %
2/20 Tabnetok — He 6onee = 20 %
5 Disintegration time / 00 min 23 sec / 00 MuH 23 cex Not more than 3 min / He 6osee 3 mun
Pacnapaemocth
6 Dissolution / PacTBopeHue Unit-1/ Ta6n-1 102% Not less than 75% (Q) of
R Ci5sH3NO3°C4H11NO3 (ketorolac
Unit-2 / Ta6n-2 98% tromethamine) in 15 min / He meHee
Unit-3 / Ta6n-3 98% 75%  (Q)  CisHisNO3*CsHi1NOs
) . (keTopojiaka  TpPOMETaMHH)  4epes
Unit-4 / Tabn-4 98% 15 MUH
Unit-5 / Tabn-5 101%
Unit-6 / Tabn-6 101%
7 Fineness of Dispersion/ Complies / CooTBeTcTBYET A uniform suspension passing through a
JucnepcHOCTh 710 pm sieve is formed. / O6pasyercs
OMHOPOAHAs CYCTEH3Us, MpoXOoIsilas
CKBO3b CHUTO C pa3MepoM OTBEPCTHIA
710 MxM.

Remarks: The Product conforms

IMpumeuanue: [Ipoaykr cootBeTcTBYET TpeOoBauuaM HJT

to ND/

Conclusion: APPROVED /
3akmarouenue: OJOBPEHO

Prepared by /
IMoarotosieHo: I’ra\jsh Rana

{9

—

Checked by /
ITpoeepeno: Rama KE’:XT

# o

Approved by: Manager/Executive /

Onobpeno: Menemxep / PykoBoauTtenb
Manoj Kumar W
4-"-'-'_—-__-

Reprint Date /
Jara: 19.03.2024

Reprint Date / Vo
Jara: 19.03.2024

Reprint Date /
Hara: 19.03.2024

Registerad Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500024, Telangang, India
Tel; +91 50 4900 2900, Fax: +91 20 4900 29929, Email: mail@drreddys.com

CIN: L85195AP1954PLCO0A507
wwwidrreddys.com




@5
Dr.Reddy’s €:¢

CERTIFICATE OF ANALYSIS

Dr. Reddy's Labcrateries Ltd
Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddii,
Distt. Solan, H.P.,, 173 205, INGIA
Tal: +91 98166 56001-02
ww.drreddys.com

CEPTUOPUKAT AHAJIA3A

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
IpoaykT: Keropon™ Dxcrnpecc (keToponak) TableTkH, AUCTIEPTHPYeMBbIE B IIONOCTH pTa, 10 Mr

Batch No / : V2400323 Batch Quantity / : 3600000 tab /
Cepus Ne Oo0bem cepun 3600000 Tab
Analytical Report No / : 040002452165 Date of Analysis / : 16.03.2024
AHaJIuTHYECKHH oT4yeT No JlaTa ananmusza

Date of Manufacture / : 02/2024 Date of Expiry / : 01/2026
Jara npoussoacTea Tonen xo

Analysis performed according ND / Ananu3 nposeaen no HJI:
JII1-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / usmenenue Nel ot

27.12.2021, namenenne Ne2 ot 11.11.2022)

PageSof 8 /C1p.Su3 8

8 ( Related impurities / PogcTBeHHble IpUMecH
ketorolac 1-hydroxy analog / Below LOD (LOD = 0.0010 %) / Not more than 0.5 % / He 6onee 0,5 %
1-ruapoxcuananor Hiwxe npenena o6Hapyxenus (10 =
KETOpoJiaKa 0.0010%)
ketorolac 1-keto analog/ 0.05 % Not more than 0.8 % / He 6onee 0,8 %
1-keToaHAJIOT KETOpOlaKa
Any unidentified impurity / Not more than 0.5 % / He 6onee 0,5 %
€IUHUIHAS
HeUJeHTHGUIHPOBAHHAS 0.02 %
MPUMECh
Total impurities / 0.1 % Not more than 1.0 % / He 6onee 1,0 %
Cymma npumecei

9 Water / Boxa 2.5% Not more than 7.0% w/w /

He 6omiee 7,0 %

10 Residual solvents by GC/ OcTtaTo4yHble OpraHn4ecKue pacTBOPUTENH
Isopropyl alcohol / 9 pg/tab/ Not more than 350 pg/tab /
H3zonponaHon 9 MKT B TabneTke He 6onee 350 mkr B TabneTke

Remarks: The Product conforms to ND/
ITpumeuanue: IpoaykT cooTBeTcTBYET TpebOoBaHUsIM HJI

Conclusion: APPROVED /
3aknrwuenune: OJOBPEHO

Prepared by /
IToarorosieHo: Pr?sh Rana

4]
-

Checked by /
IIposepeno: Rama Kant

b

Approved by: Manager/Executive /

OpobpeHo: Menemxep / Pykosogurens
Manoj Kumar E I V z

Reprint Date /
Jara: 19.03.2024

Reprint Date /
Jara: 19.03.2024

Reprint Date /
JlaTa: 19.03.2024

Registered

0_9_2
o-2-

Office:

337, Road No. 2, Banjara Hills, Hyderabad - 500034, Tetanzana, India

Tal: +91 40 4900 2900, Fax: +91 40 4300 2999, Email: mail@drreddys.com
CIN: L85155AP1984PLCO0I507

o dreeddys.com



Dr. Reddy's Laboratories Ltd
Formulation Unit-6

@
Dr' Reddy,s ‘.... ' Vill. Khol, Nalagarh Road, Baddij,

Distt. Solan, H.P., 173 205, INDIA
Tel 1 +51 98166 56001-02
CERTIFICATE OF ANALYSIS \‘\/\V\‘A‘J‘drreddyslCom
CEPTUDPUKAT AHAJIM3A

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykr: Keropon® Dkcnpecc (keToposnak) TabNeTKH, MCIIEPrUpYEMbIe B MOJNOCTH pTa, 10 Mr

Batch No / : V2400323 Batch Quantity / : 3600000 tab /
Cepua Ne O0BeM cepan 3600000 Tab
Analytical Report No / : 040002452165 Date of Analysis / : 16.03.2024
AHaJiuTHYECKHI oT4eT No JaTta aHan1u3a

Date of Manufacture / : 02/2024 Date of Expiry / : 01/2026
JaTa npou3BoaCTBa ‘Tonen xo

Analysis performed according ND / Ananns nposeaen no HJI:
JIII-004929-011119 (amend Nel from 27.12.2021, amend N2 from 11.11.2022 / n3menenune Nel ot

27.12.2021, n3menenne Ne2 ot 11.11.2022)

Page 6 of 8/ C1p. 6 m3 8

11 Microbial enumeration tests / Muxpo6uosiornyeckas yucrora*

a) Total Aerobic Microbial NA Not more than 1000 CFU/g /
Count / Obmee yucno He 6onee 1000 KOE/r
a3pOoBHBIX MUKPO-

OpraHH3MOB

b) Total Combined Yeast NA Not more than 100 CFU/g /
and moulds count / O6iee He 6onee 100 KOE/r

YHCJIO OAPOXKIKEBBIX H
MJIECHEBBIX I'pH60B

¢) Escherichia Coli NA Shell be absent in 1 gram /
OtcytctBHE B 1 T
12 Uniformity of dosage units / 4.4 Acceptance value (AV) not more than
OnpHopoaHOCTh 15.0 / lpuemouxoe 3HaueHue (AV) He
J03UpPOBAHMA 6onee 15,0.
13 Assay / KoJinyecTBeHHO® 9.9 mg/9.9mr From 90mg to 11.0mg of
onpeaesieHHe (99.3 %) CisH13NO3*C4H;i1NOs (ketorolac

tromethamine) (from 90.0 to 110.0 % of
the label claim) per a tablet / Ot 9,0 mMr
o 1 1,0 Mr C15H13NO3'C4H11N03
(xeroponaka TpometaMuH) (ot 90,0 nmo
110,0 % OT 3asBNIEHHOTO KOJIMYECTBA) B

Tabnerke
14 | Butylhydroxyanisole 0.0929 mg/tab / Not less than 0.042 mg/tab /
content / CoacpxaHne 0.0929 M1 B Tubnerke He menee 0,042 mr g 1ubnerxe
Oy TH/ITMAPOKCHAHU30/1a
Remarks: The Product conforms to ND/ Conclusion: APPROVED /
Ilpumeuanue: Ilpoxyxr coorBercTBYeT Tpeboranusam HJJ 3akmouenune: OJJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
IToarorosneno: Pravegsh Rana | IlpoBepeno: Rama Kant Onob6peno: Menemxkep / Pykosoauresns
_ /Kv W}L Manoj Kumar =
Reprint Date / Reprint Date / ‘ Reprint Date /
Jara: 19.03.2024 Jara: 19.03.2024 Hata: 19.03.2024
Registered Office: 8-2-337, Road No, 2, Banjara Hills, Hyderabad - 500034, Telangana, India
Tol: +91 40 4900 2800, Fax: +91 40 4900 2999, Email: mail@drreddys.com

CIn: LSS 195 AP1USSPLCGOM507

wenv drreddys.com



Dr.Reddy’s Q':'

CERTIFICATE OF

Dr. Ready's Labcratories ttd.

Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddj,

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

Tel: 61 98166 56001-02
ANALYSIS wypdrieddys.com

CEPTUOPHKAT AHAJIN3A

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
IIpoAykT: Ketopon®” Dkcnpecc (keToposiak) TablETKH, AMCIEprupyeMble B MI0JIOCTH pTa, 10 Mr

BatchNo / : V2400323 Batch Quantity / : 3600000 tab /
Cepns Ne O6Bem cepun 3600000 Tab
Analytical Report No / : 040002452165 Date of Analysis / : 16.03.2024
AHaJluTHYecKHH oTueT Ne JlaTa anaauza

Date of Manufacture / : 02/2024 Date of Expiry / : 01/2026
Jara npoussoacTea T'open no

Analysis performed according ND / Ananu3s nposeaen no HJI:
JITT-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / n3menenne Nel or
27.12.2021, namenenue Ne2 ot 11.11.2022)

Page 7of 8/ C1p. 7 u3 8

15 Package / YnakoBka

(PA/AL/PE
desiccant/HDPE) foil //

information leaflet in
6aucrepe uz (ITA/A
donsru // (I13/AJ1) do

IPHMEHEHUIO B
KapTOHHYIO.

2 6nuctepa ¢ UHCTpYKLMeEl mo

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

with | desiccant/HDPE) foil // (PE/AL) foil. 1
(PE/AL) | or 2 blisters with patient information

foil. 2 blisters with patient | leaflet in a carton pack. / Ilo 10

a carton | Ttabnerok B Gructepe u3 (ITA/AJI/TIOD ¢

pack. / Ilo 10 Tabnerok B | Baaronornoturenem/I[19BII) donbru //

JVITD ¢ | (II3/AJ) donsru. [To 1 unu 2 61uctepa

Bnaronornorturenem/I[5BIT) C UHCTpYKUMEH 10 NPUMEHEHHUIO B

nbery. [Io | madky KapTOHHYIO.

MauKy

16 | Labeling / MapxupoBka

According to ND / B cootBeTcTBUM ¢ HJ

17 Storage conditions /
XpaHenue

Below 25 °C. / IIpu Temneparype He Boinie 25 °C.

18 Shelf life / Cpok roanocTu

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.

* [IpH BbINYCKe JICKADCTBEHHOIO MpenapaTta KOHTPO/Ib Ka4ecTBA Mo nokasateaio «Mukpobuosoruieckast
YHMCTOTaA» MPOBOAUTCS A KaxI0# 20-0ii cepuu, WK AJ1s1 OAHO# cepuu B rofi, B 3aBHCUMOCTH OT TOI'0, YTO

HAaCTYIIUT paHblIeE.

Remarks: The Product conforms to ND/
IIpumeuanue: [IpoaykT cooTBeTcTBYET TpeboBaHUAM H/L

Conclusion: APPROVED /
3akmouenne: OJIOGPEHO

Hara: 19.03.2024

Prepared by / Checked by / Approved by: Manager/Executive /
IToxroroBneHo: Prav?';h Rana | Ilpoepeno: Rama Kan Ono6peHo: Menenxep / PykoBoanresb
W Manoj Kumar
T d'/
Reprint Date / Reprint Date / Reprint Date /

Jarta: 19.03.2024

Hara: 19.03.2024

Repistered Office: 8-2-237, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tol: +97 40 4900 2200, Faw: #9140 4500 2999, Emeil: mail@drreddys.com
CIN: LBB195AP1984PLCO0A50Y
v direddys.com



Dr. Reddy's Lahcratories itd
Formulation Unit-6

(1)
DI". Reddy’s ‘.... Vill. Khol, Nalagarh Road, Badai,

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

Tel:+91 98166 56001-02
CERTIFICATE OF ANALYSIS www.drreddys.com

CEPTU®UKAT AHAJIM3A

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykr: Ketopon® Okcnpecc (keToponak) Tabnerky, AMCIeprupyeMble B NOJOCTH pTa, 10 mr

Batch No / : V2400323 Batch Quantity / : 3600000 tab /
Cepus Ne O6bem cepun 3600000 Tab
Analytical Report No / : 040002452165 Date of Analysis / : 16.03.2024
AHalUTHYECKHH oT4eT Ne Jara apaanza

Date of Manufacture / : 02/2024 Date of Expiry / : 0172026
JlaTa npon3BoacTBa T'onen no

Analysis performed according ND / Ananus nposeaen no HJI:
JII1-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / uzmenenne Nel ot
27.12.2021, uamenenue Ne2 ot 11.11.2022)

Page 8 of 8 /Ctp. 8 u3 8

API name / HaumenoBanue AQ@C: Ketorolac tromethamine / Ketoponaxa
TpOMeTaMUH
INN/ MHH: Ketorolac / Keroposak
API manufacturer batch number /
Homep cepun npoussoantens ADC: ABQH006728
FP Manufacturer API Batch number /
Homep cepuu cy6ctanuumn npoussoauteas I'JID: FEQEUES
API Manufactured by & country / Dr. Reddy's Laboratories Ltd., India /
IIpoussoantesas ADC, cTpaHa: J-p Pepnn'c Jlaboparopuc JIta., Mnnns
Remarks: The Product conforms to ND/ Conclusion: APPROVED /
ITpumeuanue: IlpogykT cooTBeTcTBYET TpeboBaHusM HJ| 3akawuenne: OJJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
Iloxgrorosnexo: Pravesh Rana | IlpoBepeno: Rama Kant Onobpeno: Menemxkep / PykoBoautens
,?5 W Manoj Kumar
- e
Reprint Date / Reprint Date/ ' Reprint Date /
Jata: 19.03.2024 JlaTta: 19.03.2024 Jlata: 19.03.2024
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