Dr.Reddy’s ‘g‘

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
CEPTHOHKAT AHAJIU3A www.drreddys.com

Prochict: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
DOpoeaykr: Keropon™ Sxenpece (keToposnak) TabheTku, ANCIICPrHPYEMBIE B [IOIOCTH pTa, 10 Mr

BatchNo / : V2300719 Batch Quantity / : 3600000 tab /
Cep 3z Ne Obnem cepun 3600000 tab
Analytical Report No / : 890001664008 Date of Analysis / : 22.05.2023
Aunauritieckuii oraer Ne Jara anaania

Date of Manufacture / : Apr.2023 Date of Expiry / : Mar.2025
JIaTA mpoH3BOACTBA ' T'onen po

Analysis performed according ND / Auanu3s nposegen mo HJI:

JIMI-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / u3mcnenue Nel orx

27.122021, m3menenue Ne2 or 11.11.2022)

Page1of8/Cip. 1 u3 8

if Test / IToka3aTesb Results / PesynsTaTsl Specification / Hopma
1 Description / Onucanme Light yellow round flat beveled Light yellow round flat beveled tablets

tablets with "|" debossed on one with "|" debossed on one side. /
side. / Kpyrusie, mockue Kpyrnete, rnockue TabneTky ¢ ¢ackod,
TabneTkn c packoit, cBeTIIO- CBETIIO-XKENTOro LBETa C [PaBMPOBKOM
JKEJNTOTO BETA G FPaBMPOBKOM «l» Ha o[THO# CTOpOHE.
«|» Ha OHO# CTOPOHE.

2 Identification / IToasuaHOCTD

Ketorolac / Kemoponak

a) ByuUuv/

V®-cnektpodoToMeTpus

Complies / CooTBETCTBYET

UV spectra of the test solution and
ketorolac  tromethamine  standard
solution should have peaks at the same
wavelength (+ 2 nm). / Y®-cnekTpsl
NIOIJIOIUEHHKA MCTIBITYEMOTO PacTBOpa U
pacTeopa  cranmapTHoro  obpasua
KETOpOJIaka TPOMEeTAMHHA  JOJDKHBI
HAMETh MaKCUMYMBI TIPH OJHOM U TOH xe
IUIHHE BOJHAIL (+ 2 HM).

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

[Mpumeyanme: IIponykr cooTBeTcTRYET TpeboBanuam HJT 3akmwyenne: OJJOBPEHO

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

[NoarotosneHo: Ankit Mpoeepeno: Himesh Kumar | Ono6peno: Menemxep / Pykosgauresis

Manoj kumar A ,.z!‘.l '

O e - g =

Reprint Date / ) Reprint Date / Reprint Date /

Jara:22.05.2023 Hara: 22.05.2023 Hara: 22.05.2023

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: L85155AP1934PLC0O04507
www.drreddys.com




D q... Dr. Reddy's Laboratories Ltd.
) ® ; )
Formulation Unit-6
r. Reddy S Ne Vill. Khol, Nalagarh Road, Baddi,
' Distt. Solan, H.P., 173 205, INDIA

CERTIFICATE OF ANATLYSIS Jel : +91 98166 56001-02
CEPTHOUNKAT AHAJIN3A www.drreddys.com

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
IpoAykr: Ketopon® Dxcnpece (keroponak) TabneTkH, AHCNEPrupyemMbie B nonocTH pia, 10 Mr

BatchNo / : V2300719 Batch Quantity / : 3600000 tab /
Cep#u Ne ObBem cepun 3600000 Tab
Analytical Report No / : 890001664008 Date of Analysis / : 22.05.2023
Anaurnyecknii oTyer Ne Jlara ananusa

Date of Manufacture / : Apr.2023 Date of Expiry / : Mar.2025
JarAa npouseoacrea ToaeH no

Analysis performed according ND / Anann3 nposeaen no HII:
JI1-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / n3menenne Nel or
27.12.2021, nsmenenne Ne2 ot 11.11.2022)

Page2 of 8 /Crp. 2 u3 8

No

No Test / Tloka3aTenw Results / PesyanTaThl Specification / Hopma

b) By HPLC/ B3XX Complies / CooTBETCTBYET The retention time of the main peak on
the chromatogram of test solution
should comespond to that on the
chromatogram of ketorolac
tromethamine standard solution (Assay
section). / Bpema ynepxuBaHHA
OCHOBHOIC MHK2 Ha XpoMaTerpaMme
HCTBITYCMOLO  pacTBopa  JOJKHO
COOTBCTCTBOBATh BpeMeHH
YOEPXUBAHUS OCHOBHOTO IIMKa Ha
XpoMarorpamme pacTBOpa
cTaHmapTHOro ofpasua KeTopoJiaKa
TpOMETaMHUHBa (paznen
«Konn4ecTBEHHOE OTIPEACICHHEN).

Remarks: The Product conforms to ND/ Conclusion: APPROVED /
TTpwvesarme: TTpOMYKT CONTRATETRY AT Tneforawuay HIT Jaxamyenng: OJJORPEHO

EGpep : Checked by / Approved by: Manager/Executive/

IMogrororneHo: Ankit Mpoeepeno; Himesh Kumar | Opo6peno: Menemwxep / PyrosoguTens
l ~ | Manoj kumar tblgée_‘(f__

-

Reprint Date / Reprint Date / Reprint Date /
Jara:22.05.2023 Hara: 22.05.2023 Jara: 22.05.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4200 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLC0O04507
www.drreddys.com




Dr.Reddy’s ":'.

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

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

CERTIFICATE OF ANALYSIS  Tel : +91 98166 56001-02
CEPTUOHKAT AHAJIHA3A www.drreddys.com

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
IIpoaykT: Ketopon” Dkenpece (keroponak) TabneTkH, AMcNeprupyeMsie B AOJNOCTH pT4, 10 Mr
Batch No / 1 V2300719 Batch Quantity / : 3600000 tab /
Cepis Ne OGbem cepus 3600000 126
Analytical Report No / : 890001664008 Date of Analysis / : 22.05.2023
AHaluTHIEeCKRI oTuer Ne JlaTa anajnza
Date of Manufacture / : Apr.2023 Date of Expiry / : Mar.2025 o
JaTA IPOH3BOACTBA Topen o
Analysis performed according ND / Ananu3 nposeaen mo HJI:
JIII-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / usmenenne Nel or
27.12.2021, n3menenne Ne2 or 11.11.2022)

Page3 of 8/ Cip.3 u3 8

g? Test / Noka3zarens Results / Pe3y1bTaThl Specification / Hopma
3 Identification Complies / CooTBETCTBYET The  retention  times of  2-
Butylhydroxyanisole / butylhydroxyanisole and 3-
TToaIHHHOCTD butylhydroxyanisole peaks on the
GYTHRTHAPOKCHAHK30J chromatogram of the test solution
should correspond by the retention times
to 2-butylhydroxyanisole and 3-
butylhydroxyaniscle peaks on the
chromatogram of butylhydroxyanisole
standard solution
("Butylhydroxyanisole content"
section). / BpeMena YyAepXXMBaHHUA
NMKOB  2-OyTHITHAPOKCHAHM3ONA H
3-6yTHArMIPOKCHAHU30JIA Ha
XpOMaTorpamme UCHBITYEMOTO
pacTBOpa JOMKHBI COOTBETCTBOBATDL
BpeMeHaM  yIepXupaHHA  TIMKOB
2-6yTHIryApOKCHaHU30A H
3-6yTHArBApOKCHaHU30JIa Ha
XpoMaTorpamme pacTBopa
CTaHIapTHOTO obpasua
6yTHNr1APOKCHAHHU30J1a (pasaen
«CogaepxaHue
6yTHATHAPOKCHAHU30IAY).
4 Average weight / Cpeansis 69.5mg / 69.5 Mr 67.2 mg to 72.8 mg (70.0 mg + 4.0 %). /
Macca Ot 67,2 Mr 1o 72,8 mr (70,0 Mr+ 4,0 %).

Remarks: The Product conforms

Ipumeyanue: IpoaykT coorBeTcTBYeT TpeboBanuaM HIT

to ND/

Conclusion: APPROVED /
3akmouenne: OJJOBPEHO

Hara:22,05.2023

Jara: 22.05.2023

Prepared by / Checked by / Approved by: Manager/Executive /
Toaroroeneno: Ankit A IMposepeno: Himesh Kumar | Onobpeno: Menemxep / P}’Konomfmenb

Manoj kumar el
Reprint Date / Reprint Date / Reprint Date /

Hara: 22.05.2023

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: L85195AP1984PLC004507

www.drreddys.com




Dr.Reddy’s “:’

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

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

CERTIFICATE OF ANALYSIS  Tel: 49198166 56001-02
CEPTHOHKAT AHAJIM3A www.drreddys.com

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Mpoayxt: Keropon™ Dkenpece (keToponak) Tabnerky, AuCIeprupyeMsie B nonocTH pra, 10 mr

Batch No/ : V2300719 Batch Quantity / : 3600000 tab /
Cepha Ne O6bem cepHu 3600000 Tab
Analytical Report No / : 890001664008 Date of Analysis / : 22.05.2023
AnaduTHyeckuii oryet No JlaTa ananuza

Date of Manufacture / : Apr.2023 Date of Expiry / : Mar.2025
Jara mpou3BoACTBA Togen no

Analysis performed according ND / Ananns nposeaexn no HJI:
JIT1-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / nsmenenne Nel o
27.12.2021, wsmenenne Ne2 or 11.11.2022)

Paged of 8/ Crp. 4 uz 8

No

N Test / [TokasaTeas Results / PeayasraThl Specification / Hopma
Uniformity of weight / Complies / CooTBercTBYET 18/20 tablets - not more than £ 10 %
OnHOpOAHOCTH MACCHI 2/20 tablets - not more than £ 20 % /

18/20 Tabnerok — He 6Gomee + 10 %
2/20 Tabnerok — He Gosee + 20 %

5 Disintegration time / 00 min 19 sec / 00 MmuH 19 cex Not more than 3 min / He 6osee 3 Muu
Pacpagaemocts

6 Dissolution / PacTBopenue Unit-1 / Ta6n-1 96% Not less than 75% (Q) of

" C5sH13NO3=C¢H; 1 NO; (ketorolac
Unit-2./ Ta6n-2 D tromethamine) in 15 min / He Megee
Unit-3 / Ta6x-3 95% 75% (Q  CisHisNOs*C4H1iNO;3

. (keToponaka  TpPOMETAMHH)  uepe3
Unit4 / Tabn-4 98% 15 MHE
Unit-5 / Tabn-5 102%

Unit-6 / Tabn-6 102%

7 Fineness of Dispersion/ Complies / COOTBETCTBYET A uniform suspension passing through a

JucnepcHOCTD 710 pm sieve is formed. / O6pazyeTcs
OQHOpOAHAs CYCNEH3HdA, MpOoXoAsAlas
CKBO3b CHTO C pasMepoM OTBEPCTH
710 MxM.

Remarks: The Product conforms

Ilpumeuanse: [Ipoaykr coorsercrryet Tpebosannsm HJT

to ND/

Conclusion: APPROVED /
3axmouende: ONOBPEHO

Piepaied by / Clicched Ly / Appioved by: Manager/Cxecutive /

IMoarotosnexo:Ankit /) Iposepero: Himesh Kumar | Ono6peno: Meremxep / P 'KDBOIIB!TCI]]:
/{\,, - Manoj kumar },m’ ,{H‘_‘fi

Reprint Date / Reprint Date / Reprint Date /

Jata:22.05.2023 Hara: 22.05.2023 Hara: 22.05.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 49200 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLC004507
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, INDIA
Tel : 491 98166 56001-02

CEPTHOUKAT AHAJIM3A

www.drreddys.com

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Hpolykt: Ketopon® Dxenpece (keroposak) TableTky, THcneprupyeMbie B NOA0CTH pra, 10 Mr

BatchNo / : V2300719 Batch Quantity / : 3600000 tab /
CepHs No ObBem cepun 3600000 Ta6
Analytical Report No / : 890001664008 Date of Analysis / : 22.05.2023
AnalurHueckKui oTyeT N2 JlaTa anagn3a

Date of Manufacture / : Apr.2023 Date of Expiry / : Mar.2025
JlaTa TpON3BOACTBA Tomen no

Analysis performed according ND / Auann3 nposeaen no HJI:
JIT-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / n3menenne Nel ot

27.12.2021, uzmenenue Ne2 or 11.11.2022)

Page50f8/Ctp.5nuz 8

8 Related impurities / PoacreBennbie npumecn
ketorolac 1-hydroxy analog/ | Below BDL (BDL= 0.0010%) /| Not more than 0.5 % / He 6onee 0,5 %
I_FanoxcnaHanor Huxe nopora perucTpauuy (HP
KeToposIaKa =0.0010 %) _
ketorolac 1-keto analog/ 0.05 % Not more than 0.8 % / He 6onee 0,8 %
i-keToaHanor keroponaxa
Any unidentified impurity / 0.04 % Not more than 0.5 % / He Goiee 0,5 %
€AUBUYHAs
HeMDEeHTHQHIMPOBaHHASA
IpHMECh
Total impurities / 0.1% Not more than 1.0 % / He 6oiee 1,0 %
CymmMa nipumece i

9 Water / Bona 26% Not more than 7.0% w/w /

He 6onee 7,0 %

10 | Residual solvents by GC/ OcTaTounsie oprasuyecKue pacTBOPHTENH
Isoprapyl alcohol / 2 pgltab/ Not more than 350 pg/tab /
H3zornponaxon 2 MKT B T26sieTke He 6onee 350 Mxr B Tabnetke

Remarks: The Product conforms to ND/
Ipumeuanue: IIponykT cootBeTcTBYET TpeboBaHuaM HJI

Conclusion: APPROVED /
3akmouenne: OJOBPEHO

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

MogrorosneHo:Ankit 7 Iposepepo: Himesh Kumar | Ono6peno: Menemxep / Pykopoapresns
ﬂ/ : Manoj kumar 1’” e

Reprint Date / Reprint Date / Reprint Date /

Hara:22.05.2023 Hara: 22.05.2023 Iata: 22.05.2023

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

CIN: L.85195AP1984PLC0O04507
www.drreddys.com




‘..o Dr. Reddy's Laboratories Ltd.
’ & . .
Formulation Unit-6
Dl‘. Reddy S Ne Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P.,, 173 205, INDIA

CERTIFICATE OF ANALYSIS  Tel : +91 98166 56001-02
CEPTHUOGHKAT AHAJIU3A www.drreddys.com

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
HpoAyxrt: Ketopon® Sxenpece (keroponak) Tabneriy, AucneprupyemMbie B 11010¢TH pra, 10 Mr

BatchNo/ 1 V2300719 Batch Quantity / : 3600000 tab /
Cepwn No O0Bem cepun 3600000 a6
Analytical Report No / : 890001664008 Date of Analysis / : 22.05.2023
AnaJurHueckii oTyer No JaTa anammsa

Date of Manufacture / : Apr.2023 Date of Expiry / : Mar.2025
JlaTA UpOH3BOACTBA T'onen go

Analysis performed according ND / Ananu3 wpoBegen mo HJI:
JITI-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / usamenenne Nel ot
27.12.2021, n3avenenne Ne2 or 11.11.2022) |

Page 6 of 8/Crp. 6 3 8

11 | Microbial enumeration tests / Mukpo6uoJiorndeckas yucrora* ]

a) Total Aerobic Microbial NA Not more than 1000 CFU/g /

Count / O6iee yucio He 6onee 1000 KOE/r

a3po6HBIX MUAKPO-

OpraHu3MoB

b) Total Combined Yeast NA Not more than 100 CFU/g /

and moulds count / O6wiee He 6onee 100 KOE/r

YHCIIO JPONXCKEBLIX H
TIICCHCBLIX TPHOOB

¢) Escherichia Coli NA Shell be absent in 1 gram /
: OtcyrcTtBue B 1 1

12 | Uniformity of dosage units / 3.6 Acceptance value (AV) not more than
OnHOpPOAHOCTD 15.0 / [Tpuemounoe 3navenue (AV) He
J03UPOBAHMS 6onee 15,0.

13 | Assay/KonuyecTBeHHOE 10.0 mg/ 10.0 Mr From 90mg to 11.0mg of
onpegejIeHHe (99.6 %) Ci5sH13NO3*C4H1NO; (ketorolac

tromethamine) (from 90.0 to 110.0 % of
the label claim) per a tablet / Ot 9,0 Mr
o 1 ],0 MI C15H13N03'C4Hl 1N03
(xetoponaka TpomeTtamuH) (ot 90,0 10
110,0 % OT 3ai4BNEHHOro KOJIMYECTRA) B

TabneTke
14 | Butylhydroxyanisole 0.0965 mg/tab / Not less than 0.042 mg/tab /
content / Coaepxauune 0.0965 Mr B TabneTke He menee 0,042 Mr B TabaeTke
OYTMJArHAPOKCHAHK30/1a
Remarks: The Product conforms to ND/ Conclusion: APPROVED /
[puMedanue: IIpoaykT cooTsercTBYET TpedoraHuam HJJ 3axawouenne: OJJOGPEHO
Prepared by / Checked by / Approved by: Manager/Executive /

Moxrorosneso: Ankit //lf IMposepero: Himesh Kumar | Ogobpeno: Menemxkep / Pykooaurens
- Manoj kumar
N e o (
= ()ig’[//, _Z

Reprint Date / Repriut Date / Repiiul Dale /
Jara:22.05.2023 Jlara: 22.05.2023 Hara: 22.05.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2993, Email: mail@drreddys.com
CIN: L85195AP1584PLC0O04507
www.drreddys.com




Dr.Reddy’s ":‘.

CERTIFICATE OF ANALYSIS

CEPTHOHUKAT AHAJIM3A

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
www.drreddys.com

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
IIpoaykr: Keropon® Dkcripece (keTopoiak) TabieTky, AUCeprupyeMbie B I0JI0CTH pTa, 10 mr

Batch No / : V2300719 Batch Quantity / : 3600000 tab /
Cepua Ne O6Bbem cepuu 3600000 Tab
Analytical Report No / : 890001664008 Date of Analysis / 1 22.05.2023
ApaauTHYecKkHit oTyer No JaTa aHaH3a

Date of Manufacture / : Apr.2023 Date of Expiry / : Mar.2025
Jata npou3BoJCTRA T'onen po

Analysis performed according ND / Auanns nposeaen no HJ:
JI1-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / namencnue Nel ot

27.12.2021, uamenenne N2 or 11.11.2022)

Page 7of 8/Cip.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 leaflet in a carton
pack. / Ilo 10 Tabnetok B
omuctepe uz (IIAJAJIID c
pnaronornoturenem/[15BIT)
donery // (TI3/AJ1) donsra. [lo
2 6nHcTepa € MHCTPYKUMENH f10
TIPUMEHEHUIO 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. / Tlo 10
Tabnetok B Gnuctepe us ([TA/AJI/IIS ¢
piaronornotuteneM/I[13BII) donsru //
(MI3/AJT) pomeru. ITo 1 unu 2 Gnuctepa
¢ HHCTpYKUWell 110 NPUMEHEHHIO B
Mayky KapTOHHY1O.

16 | Labeling / MapkupoBka

According to ND / B cooteTcTBHH ¢ HJ{

| 17 | Storage conditions /
XpaHenue

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

18 Shelf life / Cpok ronHocTH

2 years / 2 roga

* 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.
* TIpu BEINYCKE JIeKAPCTBEHHOI0 NpenapaTa KoOHTPoJb Ka4ecTBa No nokasaresio «MHxpoSHoNoruyeckasn
YHCTOTA» MPOBOANTCS s Kax A0l 20-0fi cepun, nau ANt OAHOI CEPHH B Iof, B 3aBUCHMOCTH OT TOI'C, 4TO

HACTYNMHT paHLLIE.

Remarks: The Product conforms to ND/
Ipumeuanne: Iponyxr cooreTcTByYeT Tpebosanuam HIT

Conclusion: APPROVED /
Saxmouenue: OJOBPEHO

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

INoaroroenexo: Ankit ’A [Mposepergo: Himesh Kumar | Onobpeno: Menemkep / Pykopoaurens
4 — E ——————— | Manoj kumar [h;lzl—”b

Reprint Date / Reprint Date / Reprint Date /

JaTa:22.05.2023 Jara: 22.05.2023 JHara: 22.05.2023

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

CIN: L85195AP1984PLCO04507
www.drreddys.com




Dr.Reddy’s ‘.‘:'.

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

CEPTHOHKAT AHAJTAZA www.drreddys.com

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykr: Keropon™ Dkenpece (ketoponak) TabieTky, AHCHEPrupyeMble B MOJOCTH PT4, 10 Mr

Batch No / : V2300719 Batch Quantity / : 3600000 tab /
Ceplin Ne O6BeM cepuH 3600000 Tab
Analytical Report No / : 890001664008 Date of Analysis / : 22.05.2023
AunaiirTHaeckuit oruer Ne Narta anannza

Date of Manufacture / : Apr.2023 Date of Expiry / : Mar.2025
JIaTA HPOH3BOACTBA Topen go

Analysis performed according ND / Ananns nposenen o HJI:
JI1-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / nsmcuenne Nel or

27.12.2021, uamenenue No2 or 11.11.2022)

Page 8 of 8/ Crp. 8 u3 8

APIname / Haumenosanue AQC:

Ketorolac tromethamine / Ketoponaxa
TPOMETAMHH

Howmep cepiu cyGeranuun npouzeoautens IJIEP:

INN/MHH: Ketorolac / Ketoponak
API manufacturer batch number / ABPH010273

| Homep cepny npounssoaiteis AQC:
FP Manufacturer API Batch number / FEQA00038

API Manufactured by & country /
Ipouzsoautens AQC, cTpana:

Dr. Reddy's Laboratories Ltd., India /
J-p Pennw'c Jlabopatopuc Jita., Mnaus

Remarks: The Product conforms to ND/
Tpumeuanue: [Iponyxr cooTReTcTRYET Tpebopatinam HJL

Conclusion: APPROVED /
Jaxmouenne: OJJOBPEHO

Prepared by / Checked hy /

TloaroTtosneno:Ankit /) ITpoeepeno; Himesh Kumar Opobpeno: Menemxkep / Pykosonuresns
/A S — Manoj kumar @2}@“//

-
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