Dr.Reddy’s Q':°

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

CEPTUOPUKAT AHAJIM3A

www.drreddys.com

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykr: Ketopon™ Dkenpece (keToponak) TabNeTkH, AUCIEPrupyeMble B MOJI0CTH pTa, 10 Mr

Batch No / : V2400608 Batch Quantity / : 3600000 tab /
Cepus Ne O61eM cepun 3600000 Tab
Analytical Report No / : 040002496189 Date of Analysis / : 24.04.2024
AHajiuTHYECKHI 0TyeT Ne Jdara anaiuza

Date of Manufacture / : 03/2024 Date of Expiry / : 02/2026
JaTa npon3BoACTBa T'open o

Analysis performed according ND / Ananu3 nposenen mo H/I:
JITI-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11112022

Page 1 of 8/Crp. 1 n3 8

No

Test / I[Toka3aTenb
No

Results / Pe3ynbraTsl

Specification / Hopma

1 Description / Onucanue

Light yellow round flat beveled
tablets with "|" debossed on one
side. / Kpymibsle, miockue
TabneTkd ¢ ackoii, CBeTIO-
KEJITOro 1BeTa C I'paBUPOBKOI
«I» Ha OHOM CTOpOHE.

Light yellow round flat beveled tablets
with "|" debossed on one side. /
Kpyrisle, nnockue TabieTku ¢ dackol,
CBETJIO-XKENTOr0 LBETA C IPaBUPOBKOIA
«l» Ha OHOI CTOpOHE.

2 Identification / TTogiuHHOCTE

Ketorolac / Kemoponax

a) Byuv/
V®-criekTpodoTOMETPHUS

Complies / CoOoTBETCTBYET

UV spectra of the test solution and
ketorolac  tromethamine  standard
solution should have peaks at the same
wavelength (£ 2 nm). / Y®-cnekTpsl
NOIJIOLIEHHS UCIIBITYEMOrO pacTBopa U
pacTBopa  CTaHAapTHOro  ofpasia
KETOpOJiaka TPOMETaAMHHA  JOJDKHBI
HMETh MAaKCHMYMBI [IPH OIHOM U TOM ke
JUIMHE BOJIHEI (£ 2 HM).

Remarks: The Product conforms to ND/

Conclusion: APPROVED /
3axawuenne: OJJOBPEHO

[Tpumeuanue: Iponykr cooTBeTcTBYET TpeboBanuam HJI

Prepared by / Checked by / Approved by: Managef/Executive /
[Moarorosneno; Santosh IMposepeno: Pardeep Kumar | Omo6peHo: Menemwkgep / Pykosgmurens
Kumar Maurya - Abhishek Chauhan /
Reprint Date / Reprint Date / Reprint Date / f

Jlarta: 24.04.2024 Hara: 24.04.2024 JHata: 24.04.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, Indis
Tei: +91 40 4900 2900, Fax: +91 40 4300 2999, Email: maii@drreddys.com

CIN: L85195AP1984PLCO04507
www.drreddys.com




Dr.Reddy’s “:‘

CERTIFICATE OF ANALYSIS

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

Vill. Khol, Nalagarh Road, Baddi,
Distt. Sofan, H.P.,, 173 205, INDIA
Tel : 491 98166 55001-02

CEPTUDPUKAT AHAJIM3A

www.drreddys.com

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykt: Ketopon® Dkcnpecc (keToponak) TabIeTKH, JHCIIEPIrUpyeMEle B MOJI0CTH pTa, 10 Mr

Batch No / 1 V2400608 Batch Quantity / :+ 3600000 tab /
Cepust Ne O6bem cepHH 3600000 Tab
Analytical Report No / : 040002496189 Date of Analysis / 1 24.04.2024
AnanuTHyecKHH oTyeT Ne JlaTa ananu3a

Date of Manufacture / : 03/2024 Date of Expiry / : 02/2026
JaTta npon3BoacTBa T'open no

Analysis performed according ND / Anann3s nposeaen no HJL:
JIT1-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11112022

Page2 of 8/ Cip. 2 u3 8

No

Ne Test / [Toka3aTeas

Results / Pe3ynbraThl

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). / Bpemsa yaepxuBaHusi
OCHOBHOIO MNHKa Ha XpoMaTorpamme
UCTILITYEMOTO  PacTBOpa  JOJIXKHO
COOTBETCTBOBATh BpeMEHU
yIEPKMBAHUS OCHOBHOrO IMHKa Ha
XpoMaTorpamme pacTBopa
CTaHAAPTHOTO KeTopoJiaka
TPOMETAMHUHA (pazmen
«KONHYECTBEHHOE ONPEACTICHUEY).

obpa3ua

Remarks: The Product conforms to ND/
[Tpumeuanue: [Ipoaykr coorBeTcTBYET Tpebosanuam HJQ

Conclusion: APPROVED /
3akawuenue: QJIOGPEHO

Jara: 24.04.2024

Prepared by / Checked by / Approved by: Manager/Executive /
IMoaroTosneno: Santosh I[TpoBepeno: Pardeep Kumar | Onobpeno: Menemxgp / Pykgsoantens
Kumar Maurya (% Abhishek Chauhan

/ ——
Reprint Date / Reprint Date / Reprint Date /

Jlata: 24.04.2024

JlaTta: 24.04.2024

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

www.drreddys.com




Dr.Reddy’s ":‘

CERTIFICATE OF ANALYSIS

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

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

CEPTHOHKAT AHAJIM3A

www.drreddys.com

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykr: Keropon® Okcnpece (ketoposak) TabaeTky, AUCTIepripyeMsle B I0JI0CTH pTa, 10 mr

Batch No / : V2400608 Batch Quantity / : 3600000 tab /
Cepusn Ne O6Bbem cepHH 3600000 Tab
Analytical Report No / : 040002496189 Date of Analysis / 1 24.04.2024
AHaJHTHYeCKHH oTueT Ne JlaTa apajnsa

Date of Manufacture / : 03/2024 Date of Expiry / : 02/2026
JaTa mpoH3BOACTBA I'ogen oo

Analysis performed according ND / Ananun3s nposeaen no HJ/I:
JII1-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11112022

Page 3 of 8 /Crp. 3 u3 8

;0 Test / [lokazarenn Results / Pesynsratsl Specification / Hopma
3 Identification Complies / CooTBeTCTBYET The  retention  times of  2-
Butylhydroxyanisole / butylhydroxyanisole and 3-
IlonIMHHOCTD butylhydroxyanisole peaks on the
Oy THATMAPOKCHAHU30T 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 ynepXUBaHUS
NMKOB  2-OyTHIATHAPOKCHAHH30JIA |
3-0yTWITHAPOKCHAHU30JIa Ha
XpomaTtorpamme HUCTIBITYEMOTO
pacTBopa JNOMKHBI COOTBETCTBOBATH
BpeMeHaM yIepPKUBAHHS MHAKOB
2-0y TUNTUAPOKCHAHHU301a u
3-0yTUNrUAPOKCHaHU30M1a Ha
Xpomarorpamme pacTBopa
CTaHIapTHOTO obpasua
OYTUITMIPOKCHAHU30Ma (pazmen
«Copepxanue
OYTHJITUIPOKCHAHN30IIAY).
4 Average weight / Cpeansist 69.7 mg/ 69.7 mr 67.2 mg to 72.8 mg (70.0 mg + 4.0 %). /
macca 0Ot167,2Mr 10 72,8 Mr (70,0 Mr £ 4,0 %).

Remarks: The Product conforms

IMpumeuanue: [IpogykT cooTBercTBYeT Tpeboanusm HJL

to ND/

Conclusion: APPROVED /

3axmouenne: OJIOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[Noarotoeieno: Santosh IMpoeepeno: Pardeep Kumar | Ono6peno: Menemxkep)/ Pykogonutens
Kumar Maurya oo cﬁ———— Abhishek Chauhan (_,_

Reprint Date / Reprint Date / Reprint Date /

Hara: 24.04.2024 Hara: 24.04.2024 Hara: 24.04.2024

Reglstered Offlce: 8-2-33/, Koad No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4300 2999, Email: maii@drreddys.com
CIN: L85135AP1984PLC0O04507

www.drreddys.com



Dr.Reddy’s ":‘

CERTIFICATE OF ANALYSIS

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

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

CEPTUDPHUKAT AHAJIM3A

www.drreddys.com

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Hpoaykr: Ketopon® Jkcnpecc (keToposak) TableTkH, AUCTIEprUpyeMble B MOJIOCTH pTa, 10 Mr

Batch No / : V2400608 Batch Quantity / : 3600000 tab /
Cepus Ne O6bem cepuu 3600000 tab
Analytical Report No / : 040002496189 Date of Analysis / : 24.04.2024
AHannTndyeckHii oTuer Ne Jarta anaansa

Date of Manufacture / : 03/2024 Date of Expiry / : 02/2026
JMaTta npoH3BoACTBA I'ogen no

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

Page4 of 8/ Ctp. 4 3 8

Jllo Test / Iloxa3aTennb Results / Pe3ynbTaThl Specification / Hopma
Uniformity of weight / Complies / CooTBEeTCTBYET 18/20 tablets - not more than = 10 %
OnHOpPOOHOCTL MacChl 2/20 tablets - not more than + 20 % /

18/20 Tabnerox — He Gonee + 10 %
2/20 Tabnetox — He 6onee + 20 %

5 Disintegration time / 00 min 23 sec / 00 muH 23 cex Not more than 3 min / He 6onee 3 Mun
Pacnapaemoctnb

6 Dissolution / PacTBopeHue Unit-1 / Ta6n-1 98% Not less than 75% (Q) of

. CsHi3NO3*C4H [ 1NO; (ketorolac
Unit-2 / Tabr-2 100% tromethamine) in 15 min / He menee
Unit-3 / Ta6n-3 99% 75%  (Q)  CisHisNO3*C4H NO;

. (keToponaka  TPOMETaMHH)  Yepes
Unit-4 / Tabn-4 99% 15 MuH
Unit-5 / Tabn-5 102%

Unit-6 / Ta6x-6 100%
7 Fineness of Dispersion/ Complies / CooTBETCTBYET A uniform suspension passing through a
JAucnepcHocTb 710 pm sieve is formed. / Obpazyerca
OJHOPOJHAs CYCIIEH3HUsl, MPOXOMAIlas
CKBO3b CHTO C pPa3MepOM OTBEpCTHUM
710 MKM.
8 Related impurities / PogcTBeHnbie npuMecH

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

ITpumeuanue: IpoaykT coorBeTcTBYET TpeboBanusm HJI 3axawuenne: OJJOBPEHO

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

[oarorosnexo: Santosh [Ipoeepeno: Pardeep Kumar | Onobpeno: Menen / PykQBOAWTEND

Kumar Maurya A (9 Abhishek Chauhan

_— =
Reprint Date / Reprint Date / Reprint Date /
Jlara: 24.04.2024. Jara: 24.04.2024 JlaTa: 24.04.2024

Registered Office: 8 2 337, Noad No. 3, Danjara Nills, Hyderabad 500034, Telangana, hdis
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: maii@drreddys.com

CIN: L85195AP1984PLC004507
www.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

CEPTHOUKAT AHAJIM3A

www.drreddys.com

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykr: Keropon® Dxcnpecc (keToponak) TabaeTkH, ANCTIEprUpyeMbIe B MOJIOCTH pTa, 10 Mr

Batch No / : V2400608 Batch Quantity / : 3600000 tab /
Cepust Ne O0bemM cepHH 3600000 Tab
Analytical Report No / : 040002496189 Date of Analysis / : 24.04.2024
AHanuTHYECKHIT 0TUeT Ne JaTta ananu3a

Date of Manufacture / : 03/2024 Date of Expiry / : 02/2026
Jara mpon3BoacTBa T'onen no

Analysis performed according ND / Ananun3s nposeaen no HJI:
JII-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11112022

Page50f 8/ Cip. Suz 8

ketorolac 1-hydroxy analog /
1-runpoxcuaHanor

Below LOQ (LOQ = 0.0032 %) /
Huxe npencina KOMUYECTBEHHOIO

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

KeTopoJiaka omnpeneneHus (TTKO = 0.0032 %)
ketorolac 1-keto analog/ Not more than 0.8 % / He 6onee 0,8 %
1-keToaHasIor KeTopoJaKa 0.07 %
Any unidentified impurity / Not more than 0.5 % / He 6onee 0,5 %
eTMHIYHas
HEUJICHTU(GULIUPOBAHHAS 0.02 %
npuMech
Total impurities / 0.1 % Not more than 1.0 % / He 6onee 1,0 %
Cymma npumecei

9 Water / Boaa 21% Not more than 7.0% w/w /

He 6onee 7,0 %

10 Residual solvents by GC/ OcTtaTouHble OpraHM4eckHe pacTBOpPUTEIH

Isopropyl alcohol /
Uzonponanon

09 pg/tab /
09 MkT B TabneTke

Not more than 350 pg/tab /
He 6onee 350 Mxr B TabneTKe

Remarks: The Product conforms to ND/
ITpumeuanue: Ilpoaykt coorseTcTByeT TpebobanusM HJJ

Conclusion: APPROVED /
3akmouenune: OJJOGPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[MoarorosneHo: Santosh [TposepeHo: Pardeep Kumar | Ono6peHo: Menemxkepf/ Pykopoaurenb
Kumar Maurya N Abhishek Chauhan

Reprint Date / Reprint Date / Reprint Date / '

JHara: 24.04.2024 JHara: 24.04.2024 Hara: 24.04.2024

Registered Uthice: 8-2-33/, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4300 2999, Email: maii@drreddys.com
CIN: L85195AP1984PLC0O04507

www.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 : 491 98166 56001-02

CEPTUD®UKAT AHAJIU3A

www.drreddys.com

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Hpoayxr: Ketopon® Dkcnpecc (ketoposnak) TabneTku, AUCIIEprupyemple B nosiocty pra, 10 mr

Batch No / 1 V2400608 Batch Quantity / : 3600000 tab /
Cepus Ne O6beM cepHH 3600000 Tab
Analytical Report No / : 040002496189 Date of Analysis / 1 24.04.2024
AHanuTHYecKHH oTueT Ne JaTa ananuza

Date of Manufacture / : 03/2024 Date of Expiry / : 02/2026
Jata nmpou3BoacTea TI'onen no

Analysis performed according ND / Ananu3 nposeaen mo H/I:
JIT1-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11112022

Page 6 of 8 / Ctp. 6 u3 8

11 Microbial enumeration tests / Mukpo6unosoruueckast yucrora*
a) Total Aerobic Microbial NA Not more than 1000 CFU/g /
Count / Obuiee 4ucio He 6onee 1000 KOE/r
a3pOOHBIX MHUKPO-
OpraHu3MOB
b) Total Combined Yeast NA Not more than 100 CFU/g /
and moulds count / Ob1iuee He 6onee 100 KOE/r
YHCIO JPONOKEBBIX U
IUIECHEBBIX IPUOOB
c) Escherichia Coli NA Shell be absent in 1 gram /
OrcyrctBue B 1 r
12 Uniformity of dosage units / 4.9 Acceptance value (AV) not more than
OaHopoAHOCTb 15.0 / IlpuemouHoe 3Hauenue (AV) He
J03UPOBAHMSA 6onee 15,0.
13 | Assay/ KoaudecTBeHHOe 10.0 mg/ 10.0 mr From 90mg to 11.0mg of
onpejaesieHHe (100.2 %) Ci15sH13sNO3*C4H | 1NO; (ketorolac
tromethamine) (from 90.0 to 110.0 % of
the label claim) per a tablet / Ot 9,0 Mr
pi(s] 11,0 Mr C15H13N03‘C4H1 1NO3
(xeroponaka TpomeramuH) (ot 90,0 o
110,0 % oT 3asBNEHHOr0 KOJINYECTBA) B
TabneTke
14 | Butylhydroxyanisole 0.0933 mg/tab / Not less than 0.042 mg/tab /
content / Copep:xkaHue 0.0933 mr B TabneTke He menee 0,042 mr B Tabnetke
Gy THIATHAPURCHAHNIOI1A

Remarks: The Product conforms to ND/
Ipumeuanue: Ilponykr coorseTcTBYeT TpeboBanuam HJL

Conclusion: APPROVED /
3axmogenne: OJIOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
Tlonrororneno: Santosh [MpoeepeHo: Pardeep Kumar | OnobpeHo: Mene i p / Pykoponurensb
Kumar Maurya { [ Abhishek Chauhmx{ f

Reprint Date / Reprint Date / Reprint Date /

Jara: 24.04.2024 Jlara: 24.04.2024 Jlara: 24.04.2024

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: maii@drraddys.com

CIN: L85195AP1984PLC0O04507
www.drreddys.com



Dr.Reddy’s €3¢

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

CEPTHOPUKAT AHAJIN3A

www.drreddys.com

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
IMpoaykr: Ketopon® Dkcnpecc (keToposiak) TabneTKH, AMCTIEprUpyeMbIe B OJIOCTH pTa, 10 Mr

: 3600000 tab /

Batch No / : V2400608 Batch Quantity /

Cepust Ne O6bem cepun 3600000 Tab
Analytical Report No / : 040002496189 Date of Analysis / : 24.04.2024
AHAaJIMTHYIECKHH oTUeT No Jlata anajnsa

Date of Manufacture / : 03/2024 Date of Expiry / : 02/2026
Jara npou3BoacTBa I'oxen xo

Analysis performed according ND / Ananu3 nposenen mo HJI:
JI1-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11112022

Page 7 of 8 / Crp. 7 n3 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 leaflet in a carton
pack. / Ilo 10 Tabnerox B
onucrepe w3z (ITA/AJVIID ¢
BiaromnornotureneM/I12BIT)
donwru // (II3/AJ1) donsru. Ilo
2 Gaucrepa ¢ MHCTPYKUHMEH HO
NPUMEHEHHUIO B nayky
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
Tabnerok B 6nuctepe us (ITA/AJI/TID ¢
sraronorjorurenem/I19BII) donbru //
(ITI3/AJ1) doneru. Mo 1 unu 2 Gnucrepa
C MHCTpYKUHEH [0 NPUMEHEHUIO B
HayKy KapTOHHYIO.

16 | Labeling / MapkupoBka

According to ND / B cootBeTcTBuu ¢ HJ{

17 | Storage conditions /
Xpanenue

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

18 | Shelf life / Cpok rognocru

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.
* [lpu BeImycKe JIEKAPCTBEHHOI 0 MpenapaTa KOHTPOJIb KayecTBa Mo nokasatento «Mukpobuoaoruyeckas
YUCTOTa» MPOBOAUTCS s Kaxao# 20-0ii cepuu, WM UIsl OAHOM cepUM B rOft, B 3aBUCUMOCTH OT TOTO, 4TO

HACTYIIUT paHbUIE.

Remarks: The Product conforms to ND/

ITpumeuanue: IIponykT cooTeeTcTBYET TpeboBanusim H]T

Conclusion: APPROVED /
3akmouenue: OIOGPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
IMoaroroBneno: Santosh [Iposepeno: Pardeep Kumar | Opobpeno: Menemxep)/ PykopoanTesn
Kumar Maurya A Abhishek Chauhan f

£ — g
Reprint Date / Reprint Date / Reprint Date /
Jara: 24.04.2024 Jlara: 24.04.2024 Hara: 24.04.2024

Regislered 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@drreddys.com

CIN: .85195AP1934PLCO04507
www.drreddys.com



Dr.Reddy'’s Q':'

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 : +91 98166 56001-02

www.drreddys.com

CEPTUPUKAT AHAJIM3A

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykr: Keropon™ Okenpece (ketoposnak) TabNeTKH, MCIEPrupyeMple B MOAOCTH pTa, 10 mr

Batch No / : V2400608 Batch Quantity / : 3600000 tab /
Cepus Ne Oo0Bem cepHH 3600000 Tab
Analytical Report No / : 040002496189 Date of Analysis / : 24.04.2024
AHaJHTHYECKHI oTueT Ne JdarTa anaausa

Date of Manufacture / : 03/2024 Date of Expiry / : 02/2026
Jata npon3BoAcTBa T'onen no

Analysis performed according ND / Ananns nposenen no 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 / HaumenoBaune A®C:

Ketorolac tromethamine / KeToposnaka

Howmep cepum cyocranumuu npoussoauress I'JID:

TPOMETaMMH
INN / MHH: Ketorolac / Ketoponak
API manufacturer batch number / ABRH001225
Howmep cepun nponspoantensi AQC:
FP Manufacturer API Batch number / FERA00142

API Manufactured by & country /
ITpoussoantens APC, crpana:

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

Remarks: The Product conforms to ND/ Conclusion: APPROVED /
[Nprmeuanne: [TpoaykT coorBercTByeT Tpebosanuam HJI 3akawuenne: OJOBPEHO

Prepared by / Checked by / Approved by: Managet/Executive /
[NogroroeaeHo: Santosh IMpoeepeno: Pardeep Kumar | Onobpeno: Menemicgp / Pykopoantens
Kumar Maurya (&C ﬁ Abhishek Chauhan . /

Reprint Date / Reprint Date / Reprint Date / /

Jlara: 24.04.2024 Jara: 24.04.2024 Hara: 24.04.2024

Regiswered ullice! 8-2-35/7, Rodd INO. 3, gditjard HIlls, Hyderabad - 00034, Taldngarnid, bl
Tel: +91 40 4900 2900, Fax: +91 4C 4900 2999, Email: maii@drreddys.com
CIN: L85195AP1984PLCO04507
www.drreddys.com



