Dr.Reddy’s €5¢

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®UKAT AHAJIU3A

www.drreddys.com

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
IpodykT: Ketopon® Dkcripece (keTopoinak) TabneTku, AMCeprupyeMsie B NONOCTH pTa, 10 mr

BatchNo/ : V2301306 Batch Quantity / : 3600000 tab /
CepHs Ne O6bem cepun 3600000 Tab
Analytical Report No / : 890001675611 Date of Analysis / : 24.07.2023
AnajluTHyeckuii otuet Ne Jata anaiunza

Date of Manufacture / : Jun.2023 Date of Expiry / : May.2025
Jara npoussoacrea T'open no

Analysis performed according ND / Anann3 nposeaen no HJI:
JII1-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / usmenenne Nel ot

27.12.2021, n3menenue Ne2 ot 11.11.2022)

Page 1 of 8 /Crp. 1 u3 8

No

Test / IToka3zaTenas
Ne

Results / Pe3ynpTaTsl

Specification / Hopma

1 Description / Onucanue

Light yellow round flat beveled
tablets with "|" debossed on one
side. / Kpyrnsle, mnockue
tabseTku ¢ ¢ackoil, cBeTIO-
KEJITOro IBeTa C IpaBHPOBKOI
«|» Ha OXHO¥ CTOpOHE.

Light yellow round flat beveled tablets
with "|" debossed on one side. /
Kpyrinsle, miockue TabneTku ¢ packoii,
CBETJIO-KEJITOTrO IBeTa C IPaBHUPOBKOM
«I» Ha OIHOI CTOpOHE.

2 Identification / ITogiuHHOCTL

Ketorolac / Kemoponak

a) Byuv/

V®-cnexrpodhoromeTpus

Complies / CooTBETCTBYET

UV spectra of the test solution and
ketorolac  tromethamine  standard
solution should have peaks at the same
wavelength (£ 2 nm). / VY®-cnekTpsl
MOIJIOLIEHHST UCTILITYEMOr0 pacTBopa K
pacTBopa  CTaHAApTHOrO  obpasia
KeTopoJiaka TpOMETaMHUHAa  JOJDKHBI
UMETh MaKCHUMYMBI IIPH O/THOM U TOM e
JITTUHE BOJHEI (£ 2 HM).

Remarks: The Product conforms to ND/

ITpumeuanue: [IponykTt cooTBeTcTBYET TpeOosanusm HJT

Conclusion: APPROVED /
3akmwyenune: OJIOBPEHO

Prepared by /
IMToarorosseno: Shivani Devi

jis

Checked by /
IIposepeno: Pardeep Kumar

Approved by: Manager/Executive /
Onobpeno: Menemkdp / PykoBoauTens
Abhishek Chauhan

—

Reprint Date /
Hara: 24.07.2023

Reprint Date /
Hata: 24.07.2023

Reprint Date /
Hara: 24.07.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hiils, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 29G0, Fax: +91 40 4900 2999, Email: mail@drreddys.com

CIN: L85195AP1584PLC004507
www.drreddys.ccm



Dr.Reddy’s ":'.

CERTIFICATE OF ANALYSIS

CEPTUOPHUKAT AHAJIN3A

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

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

www.drreddys.com

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
IIpoaykT: Keropon® Jkcnpece (keToposak) TabiaeTKy, AHCHEPrUpyeMbIe B MOJIOCTH pTa, 10 Mr

Batch No/ : V2301306 Batch Quantity / : 3600000 tab /
Ceplig No O0nem cepun 3600000 Tab
Analytical Report No / : 890001675611 Date of Analysis / : 24.07.2023
AHaJnTHYeCcKHii oTueT Ne Jara anajuza

Date of Manufacture / : Jun.2023 Date of Expiry / : May.2025
JaTtanpoussoacrea I'oxen no

Analysis performed according ND / Auajnu3s nposeaen nmo HJL:
JIII-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / uamenenune Nel ot

27.12.2021, nsmenenne Ne2 ot 11.11.2022)

Page2 of 8/ Crp. 2 n3 8

No

Test / [loka3arennb
Ne

Results / PeaynsTaThl

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). / BpeMms ynepxuBaHus
OCHOBHOTO NHMKa Ha XpOMaToOrpaMMe
HCOILITYEMOrO  pacTBOpa  JOJDKHO
COOTBETCTBOBATh BpPEMEHH
yIEpXXHMBaHWS OCHOBHOIO IIMKA Ha
XpoMaTorpamme pacTBopa
CTaHgapTHOrO ofpasiia KeTopoJiaka
TpOMeTaMHHa (pasnen

«KonuyecTBEeHHOE OIPEACIICHUE >)) .

Remarks: The Product conforms to ND/

IIpumeuanue: IIpoaykT cooTBeTCTBYET TpeboBanusam HJ

Conclusion: APPROVED /
3axnwuyenne: OJIOBPEHO

Prepared by /
IToarorosneno: Shivani Devi

Checked by /
IIposepeno: Pardeep Kumar

—

Approved by: Manager/Executive /
Onobpeno: Menemwrep / Pyl{mtﬂm'enb

Abhishek Chauhan

Reprint Date /
Jara: 24.07.2023

Reprint Date /
Hara: 24.07.2023

Reprint Date /
Hara: 24.07.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hiils, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1584PLC004507

www.drreddys.ccm



Dr.Reddy’s ":'.

CERTIFICATE OF ANALYSIS

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

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

CEPTUO®UKAT AHAJIU3A

www.drreddys.com

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Hpoaykr: Keropon® Dkcnpecc (keToposiak) TablIeTKH, JHCIIeprupyeMble B 10J0CTH pra, 10 Mr

Batch No / : V2301306 Batch Quantity / : 3600000 tab /
Cepta Ne O6bem cepun 3600000 Tab
Analytical Report No / : 890001675611 Date of Analysis / : 24.07.2023
AHaJluTHyecKkHil oTyet Ne Jlara ananm3za

Date of Manufacture / : Jun.2023 Date of Expiry / : May.2025
Jara npou3BoacTBa I'onen xo

Analysis performed according ND / Ananu3s nposexen mo HJI:
JIII-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / usmenenne Nel ot
27.12.2021, namenenne Ne2 or 11.11.2022)

Page30f8/Crp.3u3 8

1;.00 Test / IlokazaTesb Results / PesynbraTbl Specification / Hopma
3 Identification Complies / CooTBeTCTByET The  retention  times  of  2-
Butylhydroxyanisole / butylhydroxyanisole and 3-
oanunHoCTH butylhydroxyanisole peaks on the
Oy THITMAPOKCHAHUN30J 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 yHepXUBaHHUA
OUKOB  2-OyTHITMAPOKCHAHHM30Ja |
3-0yTHATHAPOKCHAHU30JIa Ha
XpoMaTorpaMmme UCIIBITYEMOTO
pacTBopa JODKHBI COOTBETCTBOBAThH
BpeMeHaM yIAepKHUBaHHSA MTHKOB
2-0yTWITHAPOKCUAHU30JIa U
3-6yTUNrHAPOKCHAHU30JIa Ha
XpoMaTorpaMmme pacTBOpa
CTaHAAPTHOTO obpasia
OyTUNTHIPOKCHAHU30J1a (pa3nen
«ConepxaHue
OYTUITHAPOKCUAHU30IAR).
4 Average weight / Cpegusis 69.7 mg/ 69.7 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

ITpumeuanue: [Ipoaykr coorBercTBYeT TpeboBanusim HJL

to ND/

Conclusion: APPROVED /
3akawuenune: OJIOGPEHO

Prepared by /
INoarorosneno: Shivani Devi

Checked by /
[Mpoeepeno: Pardeep Kumar

=

Approved by: Manager/Executive /

Onobpeno: Menemxep / Pykosoauress

Abhishek Chauhan

AT
Reprint Date /

Hara: 24.07.2023

Reprint Date /
Iata: 24.07.2023

Reprint Date /
Jara: 24.07.2023

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

www.drreddys.com

CIN: L85195AP1584PLC0O04507



‘..o Dr. Reddy's Laboratorics Ltd.

/ e Formulation Unit-6

Dr' Reddy s .. Vill. Khol, Nalagarh Road, Baddj,
Distt. Solan, H.P., 173 205, INDIA

CERTIFICATE OF ANALYSIS Tel : +91 98166 56001-02
CEPTUO®UKAT AHAJIN3A www.drreddys.com

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
ITpodykT: Keropon® Dkcrpecc (keToposak) TaGieTkH, AMCIIeprupyeMble B IOJIOCTH pta, 10 Mr

BatchNo / : V2301306 Batch Quantity / : 3600000 tab /
CepHy Ne O6nem cepun 3600000 Tab
Analytical Report No / : 890001675611 Date of Analysis / : 24.07.2023
AHaJiiTHYecKkHit oTyeT Ne JlaTta anaausa

Date of Manufacture / : Jun.2023 Date of Expiry / : May.2025
JdaTaupounssoacrea TI'onen go

Analysis performed according ND / Ananus nposegen no HJI:
JII1-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / usmenenne Nel ot
27.12.2021, usmenenue Ne2 or 11.11.2022)

Page4 of 8/ Crp. 4 u3 8

i:) Test / [TokazaTenanb Results / PesyabTaThl Specification / Hopma
Uniformity of weight / Complies / CooTBeTCTBYET 18/20 tablets - not more than + 10 %
OaHOpOIHOCTHL MaccChl 2/20 tablets - not more than + 20 % /

18/20 Tabnerox — He Gonee = 10 %
2/20 Tabnetok — He Gojee + 20 %

5 Disintegration time / 00 min 20 sec / 00 mun 20 cex Not more than 3 min / He 6o1ee 3 Mmun
PacnagaemocTnb

6 Dissolution / PacTBopenue Unit-1/ Tabn-1 104% Not less than 75% (Q) of

. CsHisNO3*C4H;1NO; (ketorolac
Unit-2 / Tabx-2 99% tromethamine) in 15 min / He Menee
Unit-3 / Ta6n-3 99% 75% (Q)  CisHisNO3*C4H1NOs

. (keToponaka  TpOMETaMHH)  4Yepe3
Unit-4 / Ta6n-4 100 % 15 MHH
Unit-5 / Tabn-5 100%

Unit-6 / Ta6n-6 99%

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

JAucnepcHocTh 710 um sieve is formed. / O6pasyercsa
OJHOpOJHAs CYCIEH3Hs, MPOXOMIas
CKBO3b CHUTO C pa3MepoOM OTBEPCTHii
710 MKM.

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

Ipumeuanwue: IIpoaykT cootBeTcTBYET TpeboBanHusam HJJ 3akmouenune: OJJOBPEHO

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

[Toproropneno: Shivani Devi | IIposepeno: Pardeep Kumar | Ono6peno: Menemnep / Pykqeomurens

/g.r t Abhishek Chauhan

Reprint Date / Reprint Date / Reprint Date /
Hara: 24.07.2023 Hara: 24.07.2023 Hata: 24.07.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Emai!: mail@drreddys.com
CIN: L85195AP1584PLC004507
www.drreddys.com




Dr. Reddy's Laboratories Ltd.

@e
/ °® Formulation Unit-6
Dr‘ Reddy S ‘-. vill. Khol, Nalagarh Road, Badd},
Distt. Solan, H.P., 173 205, INDIA
CERTIFICATE OF ANALYSIS Tel : +91 98166 56001-02
CEPTUPHUKAT AHAJIM3A www.drreddys.com

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoldykt: Keropon® Dkenpece (keToponak) TabneTky, AucneprapyeMbie B NoJaocTd pra, 10 mr

BatchNo / : V2301306 Batch Quantity / : 3600000 tab /
CepHu Ne O6bem cepuu 3600000 Tab
Analytical Report No / : 890001675611 Date of Analysis / ¢ 24.07.2023
AHaJuTH4yeckuii oTyet Ne JlaTa ananusa

Date of Manufacture / : Jun.2023 Date of Expiry / : May.2025
JaTA npoH3BOACTBA I'onen no

Analysis performed according ND / Ananu3s nposeaen mo HJI:
JII-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / u3menenne Nel ot
27.12.2021, nzmenenne Ne2 ot 11.11.2022)

PageSof 8/ Ctp. Su3z 8

8 Related impurities / PoncTBeHHbIe npumecH
ketorolac 1-hydroxy analog / Below LOD (LOD = 0.0010 %) / Not more than 0.5 % / He 6onee 0,5 %

l-rnnpoxcnaﬂanor Huxe npeaena 06Hapy)KCHHﬂ (HO =
KeTopoJiaka 0.0010 %)
ketorolac 1-keto analog/ 0.03 % Not more than 0.8 % / He 6onee 0,8 %
1-KeToaHaIOT KeTOpoiaka
Any unidentified impurity / 0.06 % Not more than 0.5 % / He 6onee 0,5 %
eIMHUYHAs
HEMIOCHTU(PULIHUPOBAHHAS
MPUMECH
Total impurities / 0.1% Not more than 1.0 % / He 6onee 1,0 %
Cymma npumecei
9 Water / Boaa 3.0% Not more than 7.0% w/w /
He 6onee 7,0 %

10 | Residual solvents by GC/ OcTaTouHble 0OpraHuyiecKHe pacTBOPUTEH

Isopropyl alcohol / 7 pg/tab / Not more than 350 pg/tab /

HzonponaHon 7 MKT B TabneTke He 6onee 350 Mkr B TabeTke
Remarks: The Product conforms to ND/ Conclusion: APPROVED /
IIpumeyanue: [Iponykr coorBeTcTBYeT TpeboBaHusM HJL 3akaouenune: OJJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /

Ioarorosneno: Shivani Devi | [Iposepeno: Pardeep Kumar | Ono6peno: Menemkep / Pykosoaurens
/h/ t Abhishek Chauhan

—

Reprint Date / - Reprint Date / Reprint Date /
Jarta: 24.07.2023 Jara: 24.07.2023 Hara: 24.07.2023

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: L85195AP1584P1.C004507
www.drreddys.ccm




Dr.Reddy’s ‘%.‘

CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories Ltd.

Formulation Unit-6

Vili. Khol, Nalagarh Road, Baddj,
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
IIpolykr: Ketopon® Dkcmpecc (ketoposak) TabeTky, AUCIeprupyemsle B MOJIOCTH pTa, 10 Mr

BatchNo / : V2301306 Batch Quantity / : 3600000 tab /
CepHMa Ne O6bem cepuu 3600000 Tab
Analytical Report No / : 890001675611 Date of Analysis / : 24.07.2023
AnaJuTHyecKui oTyeT Ne JlaTa ananusza

Date of Manufacture / : Jun.2023 Date of Expiry / : May.2025
JdaTanpounssoacrea T'open no

Analysis performed according ND / Auann3s nposeaen mo HJI:
JIII-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / usmenenue Nel ot

27.12.2021, uzmenenne No2 or 11.11.2022)

Page 6 of 8 / Ctp. 6 m3 8

11 | Microbial enumeration tests / MukpoGHosioruueckasi Y4ucTora*
a) Total Aerobic Microbial NA Not more than 1000 CFU/g /
Count / Obuiee yucio He 6onee 1000 KOE/r
a’pOOHBIX MUKPO-
OpraHu3MOB
b) Total Combined Yeast NA Not more than 100 CFU/g /
and moulds count / Obuiee He 6onee 100 KOE/r
YHCIIO JPOXOKEBEIX U
TUIECHEBBIX IPHOOB
c) Escherichia Coli NA Shell be absent in 1 gram /
OrcytcTBUe B 1 ¢
12 | Uniformity of dosage units / 3.6 Acceptance value (AV) not more than
OaHopoaHOCTL 15.0 / [TpuemoyHoe 3HaueHue (AV) He
03 POBAHHUS 6oee 15,0.
13 | Assay/KonuyecTBeHHOE 10.1 mg/ 10.1 Mr From 90mg to 11.0mg of
ompenejieHue (101.1 %) CisH13NO3*C4H1NO; (ketorolac
tromethamine) (from 90.0 to 110.0 % of
the label claim) per a tablet / Ot 9,0 Mr
ao 1 1,0 MI C15H13NO3‘C4H11NO3
(xetoponaka TpoMetamuH) (ot 90,0 1o
110,0 % oT 3asiBI€HHOTO KOJIMYECTBA) B
TabneTke
14 | Butylhydroxyanisole 0.0942 mg/tab / Not less than 0.042 mg/tab /
content / Copepxanue 0.0942 mr B Tabnetke He menee 0,042 mr B TabneTke
OYTHJIrHAPOKCUAHHU30J1A

Remarks: The Product conforms to ND/
IIpumeuanwue: [Ipoaykr cooTBercTByeT TpeboBanuaM HJJ

Conclusion: APPROVED /
3akmwuyenne: OJOBPEHO

JaTa: 24.07.2023

Prepared by / Checked by / Approved by: Manager/Executive /
[Moarorosneno: Shivani Devi | Ilposepeno: Pardeep Kumar | Ono6peno: Menemkep / Pykogoaurens

// Abhishek Chauhan | OK
Reprint Date / Reprint Date / Reprint Date /

Jata: 24.07.2023

Hata: 24.07.2023

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

CIN: L85195AP1584PLC004507
www.drreddys.com




Dr.Reddy’s ":'.

CERTIFICATE OF ANALYSIS

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

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

CEPTUOHUKAT AHAJIN3A

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

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykr: Ketopon® Okcnpece (keToponak) TabaeTky, AHCHEprupyeMble B OJIIOCTH pTa, 10 Mr

Batch No / : V2301306 Batch Quantity / : 3600000 tab /
Cepha Ne O6beM cepun 3600000 Tab
Analytical Report No / : 890001675611 Date of Analysis / 1 24.07.2023

' |AnaJurudeckuii orger Ne JlaTa anannza
Date of Manufacture / : Jun.2023 Date of Expiry / : May.2025
Jdaranpounssoacrea Topen mo

Analysis performed according ND / Anaanz nposeaen mo HJI:
JII1-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / usmenenne Nel or

27.12.2021, namenenne Ne2 ot 11.11.2022)

Page 7 of 8/ Crp. 7 u3 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 Tabnerok B
6mucrepe w3z (ITA/AJI/IID ¢
BiaronoriotureneM/II12BIT)

¢onsru // (II3/AJT) donsru. Ilo
2 6nhcTepa ¢ UHCTPYKIMeEH 1o

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 Ginucrepe u3z (ITA/AJI/IID ¢
Brnaronornoturenem/I19BII) ¢onsru //
(I13/AJT) dposnsru. Ilo 1 wnu 2 6aucTepa
C MHCTPYKLMEH MO0 INPUMEHEHHIO B
HaykKy KapTOHHYIO.

NPHMEHEHUIO B
KapTOHHYIO.

nayKy

16 | Labeling / MapkupoBka

According to ND / B cootBercTBuu ¢ HJJ

17 Storage conditions /
XpauneHue

Below 25 °C. / Ilpu Temniepatype He Bbiiue 25 °C.

18 Shelf life / Cpok roguocTu

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.
* IIpu BbINYCKE J1eKapCTBEHHOro NMpenapaTa KOHTPOJIb KauecTBa M0 nokasaTenio « MHKpoGuoornyeckas
YUCTOTa» NMPOBOJUTCS AJIs Kaxnoil 20-0if cepuu, MM 1151 OAHOI cepUH B Iojl, B 3aBUCHMOCTH OT TOr0, YTO

HACTYyNnUT paHbLIe.

Remarks: The Product conforms to ND/
IIpumeuanue: IlpoaykT coorsercTByet Tpebopanusm HJJ

Conclusion: APPROVED /
3akarouenne: OJJOBPEHO

Prepared by /
IToarorosnedo: Shivani Devi

AT

Checked by /
Iposepeno: Pardeep Kumar

—

Approved by: Manager/Executive /
OpnobpeHo: Menenyep / Pykosoautess
Abhishek Chauhan

Reprint Date /
Jara: 24.07.2023

Reprint Date /
Hara: 24.07.2023

Reprint Date /
Hara: 24.07.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hiils, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Emai!: mail@drreddys.com
CIN: L85195AP1584PLCO04507
www.drreddys.ccm




Dr.Reddy’s ":‘

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

Vili. Khol, Nalagarh Road, Baddj,
Distt. Solan, H.P.,, 173 205, INDIA

CERTIFICATE OF ANALYSIS . 101 08166 56001.02

CEPTHOUKAT AHAJIU3A www.drreddys.com

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykr: Keropon® Dkenpecc (keToposak) TabiIeTKH, AMCIepripyeMble B OJOCTH pTa, 10 Mr

Batch No / : V2301306 Batch Quantity / : 3600000 tab /
Cepha Ne O0beM cepun 3600000 Tab
Analytical Report No / : 890001675611 Date of Analysis / : 24.07.2023
AnajuTudyeckuii oryet Ne JlaTa ananm3a

Date of Manufacture / : Jun.2023 Date of Expiry / : May.2025
JdaTanpousBoacTBa I'oxen no

Analysis performed according ND / Ananus nposegen no HJI:
JIII-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / usmenenne Nel ot

27.12.2021, uamenenue Ne2 or 11.11.2022)

Page 8 of 8 /C1p. 8 u3 8

APIname / HaumenoBanue A®OC:

Ketorolac tromethamine / Ketoponaxa

Homep cepun cyberannun nponssoantens [JID:

TpPOMETAMUH
INN/MHH: Ketorolac / Ketoponak
API manufacturer batch number /
Homep cepun nponseoantenn ADC: ABQHO001999
FP Manufacturer API Batch number / FEQA00290

API Manufactured by & country /
Iponzsoanrens ADC, crpana:

Dr. Reddy's Laboratories Ltd., India /
H-p Pepnu'c JIaboparopuc JItan., Unaus

Remarks: The Product conforms to ND/
Ilpumeuanue: Ilponykr coorBercTBYeT TpeboBaHusaM HJT

Conclusion: APPROVED /
3axkmwuenne: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[Mogrotorneno: Shivani Devi | [Iporepeno: Pardeep Kumar | Onobpeno: Menemkap / Pykoroaurens
/@«,/ Abhishek Chauhan g

Reprint Date / Reprint Date / Reprint Date /

Jara: 24.07.2023 Hara: 24.07.2023

Hata: 24.07.2023
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