Dr.Reddy’s Q;‘.

CERTIFICATE OF ANALYSIS

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

Vill. Khoi, Nalagarh Road, Baddj,
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
Mpoaykr: Keropan™ Dxenpecc (ikeToponak) TabneTkH, AUCIEPrupyembic B MOJIOCTH PTa, 10 mr

Batch No / : V2460503 Batch Quantity / + 3600000 tab /
Cepnn Ne O6bem cepHH 3600000 Tab
Analytical Report No / : 040002484267 Date of Analysis / : 12.04.2024
AHaJuTHuecKHit oTyeT Ne HJara anaansza

Date of Manufacture / 1 03/2024 Date of Expiry / : 02/2026
Jlara npon3BojicTBa T'onpen go

Analysis performed according ND / Ananns nposenen no HJL;
JII1-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11112022

Pagel of 8/Crp.1 13 8

V®-cnekTpodoTOMETpHS

;’o Test / [lokasaresb Results / Pe3ynbTaTsl Specification / Hopma
1 Description / Onncanue Light yellow round flat beveled | Light yellow round flat beveled tablets
tablets with "|" debossed on one | with "|" debossed on one side. /
side. / Kpyrnsie, mockne | Kpyrible, maockue Tabnerku ¢ $packow,
Tabnerkn ¢ Gackoi, CBETNO- | CBETIO-KENTOro LBETA C rpasnposx\ou
JKENTOro LUBeTa C IpaBUpPOBKON | «lI» Ha OXHOM CTOpOHE.
«l» Ha omgHO CTOpOHE.
2 Identification / [TomIMHHOCTS
Ketorolac / Kemoponak
a) ByUv/ Complies / COOTBETCTBYET UV spectra of the test solution and

ketorolac  tromethamine  standard
solution should have peaks at the same
wavelength (= 2 nm). / Y®-coexTpsl
TIOFJIONEHMS UCTIBITYEMOr0 PacTBopa U
pacTBopa  craHmapTHoro  ofpasua
KETOpOSiaka TpOMETaMMHA  HOJKHBI
MMETh MaKCHMYMEI IPH OAHOM ¥ TOH XKe
IUTHHE BOJIHBI (& 2 HM).

Remarks: The Product conforms to ND/

[Ipumeuanue: [Ipoaykt cootBeTcTBYET Tpeboranuam HJ

Conclusion: APPROVED /
Zaxnouenne: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
Hoarororneno: Ambres Tpoeepeno: Santosh Kumar | Opobpeno: Menemxkep / PykoBoanTens
Kumar 7&/ Maurya l12) Pavan Kumar Sharma ], .

B (e
Reprint Date / Reprint Date / Reprint Date /
Iara: 11.04.2024 Jata: 11.04.2024 Jara: 11.04.2024

Registered Office: 8-2-337, Road No.

3, Banjara Hills, Hyderabad - 500034, Telangana, India

Tei: «01 30 4900 2000, Mew: +51 40 4900 2999, Crasil: maii@drroddys.com
CIN: £L85125AP1984PLCO04507

wwvedrreddys.com




® Dr. Reddy's Laboratories Ltq.
. Y Formulation Unit-6
? @ '
Dr. Re ddy s q .‘ Vill. Khol, Nalagarh Road, Baddi,
~- Distt. Solan, H.P,, 173 205, INDIA
Tel : +91 98166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS
CEPTUPUKAT AHAJIU3A

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Tponykr: Keropon™ Sxcnpece (keToponak) TabneTkH, AUCIeprupyeMble B 11oNocTy pra, 10 mr

Batch No / : V2400503 Batch Quantity / : 3600000 tab /
Cepua Ne Oo6nem cepun 3600000 126
Analytical Report No / : 040002484267 Date of Analysis / : 12.04.2024
AuaJHTHYECKHH oTHeT No Jdata anajM3a

Date of Manufacture / : 03/2024 ~ |Date of Expiry / + 02/2026
Jara npom3BoAcTBA : Togen no

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

Page2 of 8§/ Crp. 2 n3 8

No

Ne Test / [IokazaTenns Results / PezynstaTsel Specification / HopMma

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 yzepXHBaHHA
OCHOBHOTO IIHKa Ha XpomaTorpamMme
MCNILITYEMOTO ~ pacTBOpa  JOJDKHO
COOTBETCTBOBATh BpEMEHHU
YIOEPXKHBaHHA OCHOBHOTO 0HKa Ha
XpoMaTorpaMmme pacTBOpa
CTaHAapTHOrO 00pasiua KeTopoJiaka
TpOMETaMUHA (pa3zmen
«KomiaecTBEHHOE OMPEAENEHUED).

Remarks: The Product conforms to ND/ Conclusion: APPROVED /
Ipumeuanue: IIponykT cooTeTcTBYET TpeboBaHnam H]I 3axmouenne: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
Moarorosnexo: Ambrgsh [Ipeeepeno: Santosh Kumar | Opobpeno: Menemkep / Pykosoauntenb
Kumar é.ﬂ‘;* Maurya g’_ Pavan Kumar Sharma 2. - -

l —

Reprint Date / Reprint Date / Reprint Date /
Hara: 11.04.2024 Hara: 11.04.2024 Jlata: 11.04.2024

Regist=red Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +S3 30 4900 2900, Fox: +91 40 4900 2998, Emall: maii@drreddys.com
CliN: LB5135AP1584PLC0OUaSY
wwwdrreddys.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
www.drreddys.com

CEPTHO®UKAT AHAJIM3A

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
IpoayxT: Keropon™ Bxrenpece (ketoporak) T7abaeTin, IMCHeprupyenMeic B MOI0CTH pra. 10 Mr

Batch No / : V2400503 Batch Quantity / : 3600000 tab /
Cepusa Ne Obbem cepun 3600000 Tab
Analytical Report No / : 040002484267 Date of Analysis / : 12.04.2024
AnaguTHaecknii oTyceT Ne Iara anaamusa

Date of Manufacture / : 03/2024 Date of Expiry / :+ 02/2026
Jata npou3BOACTBA T'ogen no

Analysis performed according ND / Ananu3 nposeaen no HJI:

JII1-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11112022

Page30f8/Crp.3 13 8

JI:]O Test / [loxasaTens Results / Pe3ynbraTsl Specification / Hopma
3 Identification Complies / CooTBeTCTBYET The  retention times of  2-
Butylhydroxyanisole / butylhydroxyanisole and 3-
IToaIHHHOCTE butylhydroxyanisole peaks on the
Oy THIIrHIPOKCHAIN30 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). / DBpeMeHa YICpKUBAHHSA
nukoB  2-GyTMNTHAPOKCHAHU3ONA H
3-6yTHITMAPOKCHAHN30NA Ha
XpoMaTorpaMmme HCIMBITYEMOTO
pacTBopa JMOJDKHEL COOTBETCTBOBAThH
BpeMeHaM  YACpXKUBAHHA NVKOB
2-6YTHITHAPOKCHAHU30M1a u
3-OyTHNrHAPOKCHAHK3ONA Ha
XpoMmaTrorpaMme pacTBopa
CTaHOAPTHOrO ofpasua
6YTUIrHAPOKCHAHN30J1a (paszen
«Cognepxanue
6y THITHIPOKCHAHA30IIAR).
4 Average weight / Cpeanss 68.5 mg / 68.5 Mr 67.2 mgto 72.8 mg (70.0 mg £4.0 %)./
macea Ot 67,2 mr 0o 72,8 mr (70,0 mr+£ 4,0 %).

Remarks: The Product conforms

[pumenanne: [poaykr coorsercTyet Tpebosanmuim HJL

to ND/

Conclusion: APPROVED /
3akmoueane: OJOBPEHO

Prepared by /
[ToarororneHo: Ambresh

Kumar @9"/ Maurya (¢ Pavan Kumar Sharma Gron—
2 ‘_‘}_-_frw_:';: e

Checked by /
IMposepero: Santosh Kumar

Approved by: Manager/Executive /
OnobpeHo: Meuemxep / ]}y,xouomlmnh

Reprint Date /
Hara: 11.04.2024

Reprint Date /
Hara: 11.04.2024

Reprint Date /
Jlara: 11.04.2024

Registered Office:

£-2-337, Road No. 3, Banjara Hills, Hyderabadl - 500034, Telangana, India

Tet; G 47 dANN IGAN, Fay: +971 40 4300 7999, Fmail- maii@drraddys.cam

CIM: LE5125AR1981PLCO0I507
wiwwe 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, INDIA
Tel : +91 98166 56001-02
www.drreddys.com

CEPTUOHUKAT AHAJIM3A
Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
IIponykT: Ketopon® Dkenpecc (keTopoiak) TabneTky, AucneprupyeMele B ronocty pra, 10 mr
Batch No / : V2400503 Batch Quantity / : 3600000 tab /
Cepns Ne O6bem cepun 3600000 tab
Analytical Report No / : 040002484267 Date of Analysis / : 12.04.2024
AHaJHTHYECKHH oTueT Ne JlaTa aHanu3a
Date of Manufacture / : 03/2024 Date of Expiry / : 02/2026
JlaTa NpoH3BOJCTEA I'open no
Analysis performed according ND / Ananu3 nposenen no H/I:
JIT1-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11112022
Page4 of 8/ Crp. 4 3 8
;lo Test / [lokaszaTesb Results / Peaynbratst Specification / Hopma
Uniformity of weight / Complies / CooTBeTCTBYyeT 18/20 tablets - not more than = 10 %
OaHOPOAHOCTH MACCHI 2/20 tablets - not more than = 20 % /
18/20 Tabnerok — He 6onee =10 %
2/20 Tabnerok — He 6onee + 20 %
5 Disintegration time / 00 min 22 sec / 00 mun 22 cex Not more than 3 min / He 6onee 3 MuH
PacnagaemocTsb
6 Dissolution / PacTBopetue Unit-1/ Tabn-1 99% Not less than 75% (Q) of
. Ci5H3NO;3*C4H1 NOs (ketorolac
Ul 228 e 2 99% tromethamine) in 15 min / He Menee
Unit-3 / Ta6n-3 100% | 75% (Q)  CisHisNOs*CsHiNOy
. (keToponaka  TPOMETAMMH)  UEpE3
Unit-4 / Tabn-4 95% 15 v
Unit-5 / Taba-5 95%
Unit-6 / Ta6n-6 100%
7 Fineness of Dispersion/ Complies / CooTBeTCTBYET A uniform suspension passing through a
JAucnepcHOCTB 710 pm sieve is formed. / Obpasyerca
ONHOPOIHAS CYCNEH3WA, IpOXonAIas
CKBO3b CHTO C pa3MepoM OTBEpCTUMH
710 MKM.
l 8 | Related impurities / PogcrBenHble npuMecu J

Remarks: The Product conforms

to ND/

Ilpumeuanue: ITpoaykr cooTseTcTBYeT TpeboBanuam HIL

Conclusion: APPROVED /
3axkmouenune: OJIOBPEHO

Prepared by /
IToarorosneHo: Amhr.f:s‘%
X

Kumar GT s

Checked by /
[Ipoeepeno: Santosh Kumar
Maurya LI~

Approved by: Manager/Executive /

Ono6peno: Menemxkep / P?j\'OBO;'lT-!’FCI[b

Pavan Kumar Sharma L,-\,“
> it

—

Reprint Date /
Jara: 11.04.2024

Reprint Date /
Jara: 11.04.2024

Reprint Date /
Jata: 11.04.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telanganz, India
Tl +97 404900 2900, Fax: +97 40 4900 2999 Fmail: maii@drredilys.com
CIN: L85195AP1984PLC0O04507

wawvy.drreddys.com




Dr.Reddy’s Q_’.’-’

CERTIFICATE OF ANALYSIS
CEPTHOHUKAT AHAJIU3A

Dr. Reddy's Laboratories Ltd .

Forrnulation Unit-6

Vill. Khoi, 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
Hpoaykr: Keropon™ Dkenpece (ketoponak) TabneTkH, AMCHeprupyeMbie B nonoctd pra, 10 mr

Batch No / : V2400503 Batch Quantity / :+ 3600000 tab /
Cepusa Ne O6nem cepun 3600000 Tab
Analytical Report No / : 040002484267 Date of Analysis / : 12.04.2024
AnaJlaTHYecKHi oTyeT Ne Hara anannza

Date of Manufacture / : 03/2024 Date of Expiry / : 02/2026
JlaTa npoH3BoACTBa Tomen mo

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

PageSof 8/ Cip.5n3 8

1-ruppokcrananor
KETOpOJIaKa

ketorolac 1-hydroxy analog /

Below LOQ (LOQ = 0.0032 %) /
Husxe npenena konUIeCTBCHHOTO
onpeaenerua (TIKO = 0.0032 %)

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

ketorolac 1-keto analog/
1-xeToaHanor keTopoJlaKa 0.09 %

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

Any unidentified impurity /

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

eNHHUYHAs
HeUEeHTHUIIPOBaHHAA 0.02 %
IpHMECh
Total impurities / 0.1 % Not more than 1.0 % / He 6onee 1,0 %
CymMMa npuMeced

9 Water / Boaa 20% Not more than 7.0% w/w /

He 6onee 7,0 %

10 | Residual solvents by GC/ OcraTouHblie OpraHy4eckue pacTBOPUTENH

Isopropyl alcohol /
Hsonponanon

11 pg/tab/
11 MKr B TaONeTKe

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

Remarks: The Product conforms to ND/
INpumeuanne: IpoaykT cootBeTcTBYET TpeboBaHUAM H]T

Conclusion: APPROVED /
Saxmouenne: OJIOBPEHO

Prepared by /

Kumar AV

[Noarororneno: Ambr; ?-l]
B

Checked by /
Ilposepeno: Santosh Kumar

Maurya 3

Approved by: Manager/Executive /
Onobpeno: Menemrep / Pﬁ,’p\'onc}mnenb
Pavan Kumar Sharma ‘i'(',“,_. ,

Reprint Date /
Hara: 11.04.2024

Reprint Date /
Jara: 11.04.2024

Reprint Date /
Hara: 11.04.2024

>

Registered Office: 8-2-337, Road No. 3, 8anjara Hills, Hyderdbad - 500034, Telangana, Indiz
Tel w01 40 4500 2900, fax: +Y1 415 490U 299Y, Email: mali@drraddys.com

CIN® 1R51QGAPTARAPI MINGE0T
wwwidrreddys.com




Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS

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

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

CEPTHO®HUKAT AHAJIH3A

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
IIpoaysxr: Keropon™ Sxkcnpece (keToponiak) Tabnerky, AUCHEPrHpyEMEIC B IONOCTH PTa, 10 Mr

Batch No/ : V2400503 Batch Quantity / : 3600000 tab /
Cepnin Ne O06BeM cepHH 3600000 Tab
Analytical Report No / : 040002484267 Date of Analysis / : 12.04.2024
ABaJUTHYECKHH oTYeT N2 JlaTa apanusza

Date of Manufacture / : 03/2024 Date of Expiry / : 02/2026
Jara npou3BoACTBA T'opgen oo

Analysis performed according ND / Ananu3s nposenen no HJI:
JII1-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11112022

Page 6 of 8/ Crp. 6 3 8

11 | Microbial enumeration tests / MuxpoGnosornueckas yucrora*®

a) Total Aerobic Microbial NA Not more than 1000 CFU/g /
Count / Ob1uee yuciao He 6onee 1000 KOE/r
a3pOOHBIX MHKPO-
OpraHM3MOB
b) Total Combined Yeast NA Nol more than 100 CFU/g /
and moulds count / O61ee He 6osee 100 KOE/T
YHCNO0 APOXIKEBBIX H
IUTECHEBbIX TPUOOB
¢) Escherichia Coli NA Shell be absent in 1 gram /
OtcytcTBUE B I T
12 | Uniformity of dosage units / 35 Acceptance value (AV) not more than
OnHOpoORHOCTD 15.0 / IIpnemouHoe 3HaueHue (AV) He
A03HPOBAHUSA 6oree 15,0.
13 Assay / KonnuyecTBeHnoe 9.8 mg/9.8 Mmr From 90mg to 11.0mg of
onpejeseHue (98.1 %) Ci1sH13NO3°C4H; 1 NO; (ketorolac
tromethamine) (from 90.0 to 110.0 % of
the label claim) per a tablet / OT 9,0 Mr
1o 11,0 Mmr C15sH13NO3+CsH | NO;
{keToponaka TpomeramuH) (ot 90,0 1o
110,0 % OT 3aBNEHHOTO KOJMYECTBA) B
TabneTke
14 | Butylhydroxyanisole 0.0937 mg/tab / Not less than 0.042 mg/tab /
content / CoaepxaHue 0.0937 mr B TabneTke He menee 0,042 mMr B TabneTke
OyTHIIrHAPOKCHAHN30/1A

Remarks: The Product conforms to ND/
[Tpumeuanue: [IpodykT COOTBETCTBYET TpeboBauvam HJJ

Conclusion: APPROVED /
3akawyenne: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
IToarotorneHo: Ambr !gh Ipoeepeno: Santosh Kumar Ono6peno: Menemxep / }'-'yxoan,rurrcnb
Kumar “& | Maurya w Pavan Kumar Sharma . a——=
3 s o
6'-- -/ l,/-’/‘-’-’-"’
Reprint Date / Reprint Date / Reprint Date /
Hara: 11.04.2024 Jlata: 11.04.2024 Jarta: 11.04.2024

Registered Office: §-2-3537, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tal; «Q1 AD AY0D 2900, Fari wBi 40 AS00 2999, Ernaili mai@drraddys cam

CIN: L85125AP1984PLCJ04507
wavvedrreddys.com




Dr.Reddy’s fo‘

CERTIFICATE OF ANALYSIS

Dr. Reddy's Labaoratories Ltd,
Formulation Unit-6

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

CEPTUOHUKAT AHAJIM3A

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Mpoayxr: Keropon™ Dxenpece (ketoponak) TabneTkH, IHCHEPrUPYeMBie B NoNocTH pra, 10 mr

Batch No / : V2400503 Batch Quantity / : 3600000 tab /
Cepua Ne O6bem cepui 3600000 Tab
Analytical Report No / + 040002484267 Datc of Analysis / + 12.04.2024
AHaJIHTHYECKH oT4yeT No Jata anaausa

Date of Manufacture / : 03/2024 Date of Expiry / : 02/2026
JlaTa npoH3BOICTBA I'ogen mo

Analysis performed according ND / Anasnu3s nposeaen no H/L:
JIIT-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11112022

Page 7of 8/Crp. 71n3 8

15 | Package/ Ynaxoska

10 tablets in a blister of
(PA/AL/PE with
desiccant/HDPE) foil // (PE/AL)
foil. 2 blisters with patient
information leaflet in a carlon
pack. / Ilo 10 TabrieTok B
6nuctepe u3z (IIAJAJI/IID c
pnaronornorurenem/I13BI1)
donera // (IT3/AJ) doavru. ITo
2 6nucTepa ¢ WHCTpYKLUHMEH 1O
NPHMEHCHUIO B Hauky
KapTOHHYHO.

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
Tanerok B 6auctepe u3 ([TA/AJVIID ¢
sraronornotutenem/I1I9BII) doasru //
(MI3/AJ) ¢onsra. ITo 1 nnu 2 6muctepa
¢ MHCTPYKUMEd 10 NpPHMEHEHHIO B
MayKy KapTOBHYFO.

16 | Labeling / MapkupoBka

According to ND / B cootseTcTBuy ¢ HJ

XpaHenue

17 | Storage conditions /

Below 25 °C. / IIpu Temnepatype He Boiie 25 °C.

- 18 | Shelflife / Cpok roaHoctu

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 BbIMYCKE JIEKAPCTBEHHOIO MPENapara KOHTPOJIb KaYecTBa No nokasartesio «MuKpoOHoJIoruyecKas
YHCTOTA» MPOBOAHTCH A Kaxaoii 20-oif cepun, HJIH 1S ONHO# cepHM B Toll, B 3aBHCHMOCTH OT TOTO, YTO

HaCcTYNUT paHblic.

API name / HarimeHoBanue ADC:

Ketorolac tromethamine / Keroponakxa

TPOMETAMI{H

Remarks: The Product conforms to ND/
ITpumeyanue: IlponykT cooTBeTcTBYET TpeboBanuaM HJJ

Conclusion: APPROVED /
Saxnwouenne: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[oarotossero: Ambresh Ilpoeepeno: Santosh Kumar | Onobpeno: Menemxep / PygoBoanTens
Kumar o 2 Maurya /l)é Pavan Kumar Sharma = ;-T;; -
Reprint Date / Reprint Date / Reprint Date /

JaTa: 11.04.2024 Jlara: 11.04.2024 Jara: 11.04.2024

Pegistered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, Indiz
Tal; +91 40 4900 2900, Fax: +491 40 4900 2979, Fmail: mail@drredidys com

CIN: L85195AP1934PLCO04507
www.drreddyz.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, INDIA
Tel : +91 98166 56001-02

CEPTHO®HKAT AHAJIM3A

www.drreddys.com

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Hpoayxr: Keropon™ Dxenpece (keToposak) TadieTn, JIMCIIEPrHpPYEMBIC B NIO0CTH 713, 10 Mr

Batch No/ : V2400503 Batch Quantity / : 3600000 tab /
Cepun Ne Ob6bem cepin 3600000 Tab
Analytical Report No / : 040002484267 Date of Analysis / : 12.04.2024
AnasuTHIYeCKHi oTdeT Ne JlaTta ananusa

Date of Manufacture / : 03/2024 Date of Expiry / : 02/2026
Jara npou3BoacTBa Toaen Ao

Analysis performed according ND / Ananns nposeaen no HJL:
JITI-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 111 12022

Page8of 8 /Crp. 8 n3 8

Homep cepun cyGeranii nponssogirrens LIID:

INN / MHH: Ketorolac / Keroponak
API manufacturer batch number /

Honep cepun nponseoantens ADC: ORI

¥P Manufacturer API Batch number / FERA00031

APl Manufactured by & country /
Mpomssoaurens ADQC; crpana:

Dr. Reddy's Laboratories Ltd., India /
Ji-p Penmi'e JlaGoparopuc Jita., Maaus

Remarks: The Product conforms to ND/
[Tpumeuanse: 1IpoAYKT COOTBETCTBYET Tpebosaniam HJ

Conclusion: APPROVED /
3akmouenne: OJOBPEHO

Prepared by / Checked by /
TloaroroBnexo: An]b%:?:sh

Kumar N
(A%

Maurya .

——

—

IMpoeepeno: Santosh Kumar

Approved by: Manager/Executive /
Ono6peno: Menemxkep / P}<§ononl-lrw:.
Pavan Kumar Sharma ~ _/, -+

l --"'_"

Reprint Date /
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