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

CEPTUOPUKAT AHAJIM3A

www.drreddys.com

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Hpoaykr: Keropon”® Skcnpecc (keToponiak) TabNeTKH, AMCTIEPrHpyeMble B MOIOCTH pTa, 10 mr

Batch No / : V2302255 Batch Quantity / : 3600000 tab /
Cepus Ne O0bem cepuH 3600000 Tab
Analytical Report No / : 890001699161 Date of Analysis / : 09.11.2023
AHaIMTHYECKHI oTueT Ne Jara anaausa

Date of Manufacture / : 10-2023 Date of Expiry / : 09-2025
JaTa npoH3BoACTBa TI'onen mo

Analysis performed according ND / Anasin3 nposenen nmo H/I:
JITI-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / n3amenenne Nel or

27.12.2021, uamenenue Ne2 ot 11.11.2022)

Page1 of 8/Crp. 1 u3 8

No

Test / [Toka3zaTennb
Ne

Results / Pe3ynpTaThl

Specification / Hopma

1 Description / Onucanue

Light yellow round flat beveled
tablets with "|" debossed on one
side. / Kpyrable, mnnockue
tabnetku ¢ ¢ackoif, cBeTIO-
JKEJITOro LBeTa C TIPaBUPOBKOM
«I» Ha OJIHOM CTOpPOHE.

Light yellow round flat beveled tablets
with "|" debossed on one side. /
Kpyrunble, miockue TabneTku ¢ Gpackoii,
CBETJIO-XKENTOro0 IBETa C IPaBUPOBKOMH
«l» Ha OZHOM CTOPOHE.

2 Identification / ITogIHHHOCTH

Ketorolac / Kemoponax

a) ByUv/

V®-cnexrpodoTomeTpus

Complies / CooTBeTCTBYET

UV spectra of the test solution and
ketorolac  tromethamine  standard
solution should have peaks at the same
wavelength (= 2 nm). / Y®-cnexkTpsl
MOTJIOIEHNs UCIIBITYEMOro pacTBopa H
pacTBopa  CTaHZapTHOro  ofpasla
KETOpOJlaka TPOMETaMMHA  JOJDKHbI
MMETh MAaKCHMYMBI TIPH OJHOM U TOM e
JUTMHE BOJIHBI (£ 2 HM).

Remarks: The Product conforms to ND/

[Mpumeyanue: MponykT couTseTcTBYeT TpeGosanmam 111

Conclusion: APPROVED /
3akmouenne: OJOLI'EIIO

Prepared by /
IMoarotoeneno: Rama kant

Checked by /
Iporepeno: Pardeep Kumar

oL

Approved by: Manager/Executive /

Onobpeno: Menemkep / PykoBoguTels
Manoj Kumar ﬂ a ﬁ

Lt

e

Bkl
Reprint Date / '

Hara: 09.11.2023

Reprint Date /
Jata: 09.11.2023

Reprint Date /
Jlarta: 09.11.2023

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: L85155AP1984PLC004507
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

CEPTUPUKAT AHAJIM3A

www.drreddys.com

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoayxr: Ketopon® Oxenpecc (keropoiak) TableTkH, AUCOEPrupyeMble B MIOJIOCTH pTa, 10 Mr

Batch No / : V2302255 Batch Quantity / : 3600000 tab /
Cepust Ne O0BeM cepun 3600000 a6
Analytical Report No / : 890001699161 Date of Analysis / : 09.11.2023
AnasmTudeckuii oryer Ne JlaTa anann3za

Date of Manufacture / : 10-2023 Date of Expiry / : 09-2025
JaTa npon3BoacTBA T'open no

Analysis performed according ND / Anann3s nposeaen no HJL:
JITI-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / u3menenne Nel or

27.12.2021, namenenne Ne2 ot 11.11.2022)

Page2 of 8/ Crp. 2 u3 8

No

Test / [lokazaTennb
No

Results / Pe3ynbraThl

Specification / Hopma

b) By HPLC/BD3XX

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). / BpeMmMsa yAep>XMBaHUA
OCHOBHOTO TNHMKa Ha XpoMaTorpamme
HCTIBITYEMOTO  PacTBOpa  JOJDKHO
COOTBETCTBOBATH BpEMEHU
yHOEPXKUBAaHHA OCHOBHOTO IHKAa Ha
XpoMmarorpamme pacTBopa
CTaHAapTHOro oOpaslia KeTopoJiaka
TpOMeTaMUHa (pasnen

«KonnuecTBeHHOE OIpEAECNIEHHE ))) g

Remarks: The Product conforms to ND/

Ipnmcdanne: Tpopyki COOBCTCTBYCT Tpcbosanmam 11]1

Conclusion: APPROVED /
Jakmwuenne: OJOLI'EIIO

Prepared by /
IMoaroroeneHo: Rama kant

Audot

Checked by /
IMpoeepeHo: Pardeep Kumar

-

Approved by: Manager/Executive /
Onobpeno: Menemxep / PykoBogurens

Manoj Kumar my

Reprint Date / :
Jata: 09.11.2023

Reprint Date /
Hara: 09.11.2023

Reprint Date /
Jlata: 09.11.2023

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: L85135AP1984PLC004507

www.drreddys.com




Dr. Reddy's Laboratories Ltd.

@
DI‘. Reddy,s q_... Formulation Unit-6

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

CERTIFICATE OF ANALYSIS  Tel:+9198166 56001-02
CEPTUDPUKAT AHAJIA3A www.drreddys.com

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykr: Keropon® Dxkcnpecc (keToposiak) TabaeTKHu, IMCIeprupyeMble B 10J0CTH pra, 10 Mr
Batch No / : V2302255 Batch Quantity / : 3600000 tab /
Cepns Ne O6Bem cepuu 3600000 Tab
Analytical Report No / : 890001699161 Date of Analysis / : 09.11.2023
AnaJurTHuyeckuii orger Ne JlaTa aHau3a
Date of Manufacture / : 10-2023 Date of Expiry / : 09-2025
Jara mpoussojcTea I'ogen no :
Analysis performed according ND / Anann3s nposeaen no HJI:
JITI-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / n3menenne Nel or
27.12.2021, uamenenne Ne2 or 11.11.2022)
Page3of 8 /Crp. 3 u3 8
1}00 Test / [TokazaTesnb Results / Pe3ynbTaTsl Specification / Hopma
3 Identification Complies / CooTBETCTBYET The  retention  times  of  2-
Butylhydroxyanisole / butylhydroxyanisole and 3-
IMopyIHHHOCTD butylhydroxyanisole peaks on the
Oy THJITHAPOKCHAHU30M 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 ynaepXXHUBaHHA
NHKOB  2-OyTWITHAPOKCHAHM30NIA U
3-6yTHITHAPOKCHAHK30IIA Ha
XpPOMaTorpamMme HCIBITYEMOTO
pacTBOpa JIOJDKHBI COOTBETCTBOBATH
BpEMEHaM  yIEp)KMBaHMA  ITUKOB
2-6yTUIrMAPOKCHAHH30IIA u
3-6yTUNTHAPOKCHAHU30]IA Ha
XpOMaTorpamme pacTBopa
CTaHAApPTHOTO obpasua
GyTHITHAPOKCHAHU30]Ia (paznen
«CopaepxaHue
OYTUArHAPOKCHAHH3O0TIA).
4 Average weight / Cpeansis 69.8 mg / 69.8 mMr 67.2 mg to 72.8 mg (70.0 mg + 4.0 %)./
Macca Ot 67,2 Mr 1o 72,8 mr (70,0 Mmr+ 4,0 %).
Remarks: The Product conforms to ND/ Conclusion: APPROVED /
[Tpumeyanue: [IponyKT cooTBeTcTBYCT TpcboBaHmaM 1] 3akmoucaunc: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
Ioarortorneno: Rama kant ITposepeno: Pardeep Kumar | Onobpeno: Menemxep / PykoBoauTesns
@*WW f Manoj Kumar ! ‘Lu
Reprint Date / \ Reprint Date / Reprint Date /
Jara: 09.11.2023 JHata: 09.11.2023 Jara: 09.11.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangans, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85135AP1984PLC0O04507
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

CEPTUDPUKAT AHAJIM3A

www.drreddys.com

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Hpoaykr: Keropon® Okcnpecce (keToposak) TabneTkH, AUCHEPrupyemble B HONOCTH pTa, 10 Mr

Batch No / : V2302255 Batch Quantity / : 3600000 tab /
CepHsi Ne O6bem cepuu 3600000 Tab
Analytical Report No / : 890001699161 Date of Analysis / : 09.11.2023
AnaauTnyecknii oTyer Ne Jara anannza

Date of Manufacture / : 10-2023 Date of Expiry / : 09-2025
JaTa npon3BoacTBa I'oxen no

Analysis performed according ND / Ananu3s nposenen no H/L:
JIII-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / u3menenne Nel ot

27.12.2021, uzmenenue Ne2 or 11.11.2022)

Page 4 of 8/ Crp. 4 u3 8

i.oo Test / [Toka3zaTtesb Results / Pe3ynbrathl Specification / Hopma
Uniformity of weight / Complies / COOTBETCTBYET 18/20 tablets - not more than = 10 %
OaHOPONHOCTH Macehl 2/20 tablets - not more than + 20 % /

18/20 Tabnerok — He Oonee + 10 %
2/20 Tabnetox — He Gonee + 20 %
5 Disintegration time / 00 min 19 sec / 00 muH 19 cex Not more than 3 min / He 6onee 3 MuH
Pacnapgaemocthb
6 Dissolution / PacTBopenune Unit-1/ Tabn-1 100% Not less than 75% (Q) of
. C1sHi3NO3*C4H i1 1NO3 (ketorolac
Unit-2 / Tabn-2 102% tromethamine) in 15 min / He MeHnee
Unit-3 / Ta61-3 102% | 75% (Q  CisHisNO3*CHuNO;
. . (xeToponaka  TPOMETaMHH)  4Yepes
Unit-4 / Tabn-4 101% 15 mun
Unit-5 / Taba-5 100%
Unit-6 / Ta6a-6 100%
7 Fineness of Dispersion/ Complies / CoOTBETCTBYET A uniform suspension passing through a
JucnepcHOCTb 710 um sieve is formed. / Obpa3syercs
ONHOPOMIHAs CYCTIEH3HsA, NPOXOAALIast
CKBO3b CHTO C pa3MepoM OTBEPCTUil
710 MxMm.

Remarks: The Product conforms to ND/
Ipimcuanno: [IpoaykT coornorernyor Tpedopansam HJT

Conclusion: APPROVED /
Zarmomncune; OJJOBPEHO

Prepared by /
IMToarorosneno: Rama kant

Bul

Checked by /
[Tpoeepeno: Pardeep Kumar

QL’:-

Approved by: Manager/Executive /
Ono6peno: Menemxkep / Pykos
Manoj Kumar

O;[HTSIIB
et

Reprint Date /
Jara: 09.11.2023

Reprint Date /
JlaTta: 09.11.2023

Reprint Date /
Hara: 09.11.2023

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: L85155AP1984PLCC04507
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 : +91 98166 56001-02

CEPTHOHUKAT AHAJIM3A

www.drreddys.com

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Hpoaykr: Keropon® Dkcnpecc (keToposak) TabneTky, Aucnieprupyembie B HONOCTH pTa, 10 mr

Batch No / : V2302255 Batch Quantity / : 3600000 tab /
Cepns Ne Oo6bem cepun 3600000 Tab
Analytical Report No / : 890001699161 Date of Analysis / : 09.11.2023
AnaluTHyecKuii oTyet Ne JlaTa anaiuza

Date of Manufacture / : 10-2023 Date of Expiry / : 09-2025
JaTa npou3BoacTBa I'onen 1o

Analysis performed according ND / Ananin3s nposeaen no HJ/L:
JII-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)

Page S5of 8 /Ctp. Su3 8

8 Related impurities / PoxcTBeHHbIE NPpUMECH

1-ruapokcuaHajor

ketorolac 1-hydroxy analog /

Below LOD (LOD = 0.0010 %) /
Husxe npenena obHapysxenus (110 =

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

KeTopoJiaka 0.0010%)
ketorolac 1-keto analog/ 0.04 % Not more than 0.8 % / He 6onee 0,8 %
1-xeToaHanor KeToponaKka
Any unidentified impurity / 0.02 % Not more than 0.5 % / He 6onee 0,5 %
eAMHUYHast
HeuaeHTU)UIUpPOBaHHAS
HpHUMeCh
Total impurities / 0.1 % Not more than 1.0 % / He 6onee 1,0 %
CymMa npumecei

9 Water / Bona 24 % Not more than 7.0% w/w /

He 6onee 7,0 %

10 | Residual solvents by GC/ OcTaToyHble OpraHH4YeCcKHe PACTBOPUTEH

Isopropyl alcohol /
HzonponaHon

5 pg/tab /
5 MKT B TabyieTKe

Not more than 350 pg/tab /
He 6onee 350 MKT B TabyeTKe

Remarks: The Product conforms to ND/
[pumcuanuc: [TpoaykT cootsercrnyeT Tpebonarikam HJI

Conclusion: APPROVED /
3armoitenne: OJJOBPEHO

Hara: 09.11.2023

Prepared by / Checked by / Approved by: Manager/Executive /
[ToaroroeneHo: Rama kant ITposepeno: Pardeep Kumar | Onobpeno: Menemxep / Pykopoaureins
n,‘d’ Manoj Kumar @’fﬁ
. e =
Reprint Date / Reprint Date / Reprint Date /

Hata: 09.11.2023

Hara: 09.11.2023

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: L85135AP1984PLC004507

www.drreddys.com




Dr.Reddy’s Q':°

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
CEPTUOUKAT AHAJIM3A www.drreddys.com

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
IIpoaykr: Ketopon® Dkenpecc (keTopotak) TabneTkH, AHCeprupyeMble B 11010CTy pra, 10 Mr

Batch No/ 1 V2302255 Batch Quantity / : 3600000 tab /
Cepus Ne O6beM cepun 3600000 Tab
Analytical Report No / : 890001699161 Date of Analysis / : 09.11.2023
AnaguTHyeckui oruer No JlaTra anajusa

Date of Manufacture / : 10-2023 Date of Expiry / : 09-2025
JdaTa npou3soacTBa TI'open no

Analysis performed according ND / Ananns nposenen mo HJI:
JI1-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / usamenenue Nel ot

27.12.2021, u3amenenne Ne2 ot 11.11.2022)

Page 6 of 8/ Crp. 6 u3 8

11 | Microbial enumeration tests / MuxpoGuosoruueckas yucrora*
a) Total Aerobic Microbial Not more than 1000 CFU/g /
Count / O6uiee 4ucio NA He Gosee 1000 KOE/r
a’pOOHBIX MUKPO-
OpraHu3MOB
b) Total Combined Yeast Not more than 100 CFU/g /
and moulds count / O6ee NA He Gonee 100 KOE/r
YHCIO APOAOKEBBIX U
TUIECHEBBIX IPHOOB
¢) Escherichia Coli NA Shell be absent in 1 gram /
OtcytctBHE B 1 T
12 | Uniformity of dosage units / 3.7 Acceptance value (AV) not more than
OaHOpOgHOCTD 15.0 / IlpuemouHoe 3HaueHue (AV) He
J03UPOBaHMUS 6onee 15,0.
13 Assay / KosinuecTBeHHOE 10.1mg/ 10.1 Mr From 90mg to 11.0mg of
onpeaeieHue (100.8 %) C15H13NO3'C4H11NO3 (ketorolac
tromethamine) (from 90.0 to 110.0 % of
the label claim) per a tablet / Ot 9,0 Mr
a0 1 1,0 Mr C15H13N03‘C4H11N03
(ketoponaka TpometamuH) (ot 90,0 mo
110,0 % OT 3asABJICHHOTO KOJHYECTBA) B
TabneTke
14 | Butylhydroxyanisole 0.0998 mg/tab / Not less than 0.042 mg/tab /
content / Copepxanue 0.0998 mr B TabneTke He menee 0,042 mr B TabneTke
Oy TWJITMAPOKCHAHU30J1a

Remarks: The Product conforms to ND/

Ipumeuanue: [IponykT cooTBeTcTBYET TpeboBanuaM HJI

Conclusion: APPROVED /
Zaxmwuenuc: OJJOGPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
IoarotosnexHo: Rama kant IIposepeno: Pardeep Kumar | Onobpeno: Menemxep / Pykosoaprens
Manoj Kumar )
P 4‘: 'gﬁ
Reprint Date / ' Reprint Date / Reprint Date /
Jara: 09.11.2023 Jlata: 09.11.2023 Jlata: 09.11.2023

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 Lid.
Formulation Unit-6

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

CERTIFICATE OF ANALYSIS  Tel:+91 98166 56001-02

CEPTUDPHUKAT AHAJIU3A www.drreddys.com

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykt: Ketopon® Dkcrnpecc (keToponak) TabneTky, AUCneprupyeMble B M0I0CTy pra, 10 Mr

Batch No / 1 V2302255 Batch Quantity / : 3600000 tab /
Cepus Ne O61em cepHH 3600000 Tab
Analytical Report No / : 890001699161 Date of Analysis / : 09.11.2023
AnaauTHyeckuii oTyer No JlaTa aHaJsm3a

Date of Manufacture / : 10-2023 Date of Expiry / : 09-2025
JlaTa npon3BoacTBa I'open o

Analysis performed according ND / Anaau3 nposeaen no HJ/I:
JITI-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / n3menenune Nel ot

27.12.2021, n3menenne Ne2 ot 11.11.2022)

Page 7 of 8/ Crp. 7u3 8

15 | Package/ YnakoBka

(PA/AL/PE

HpUMEHEHUIO B
KapTOHHYIO.

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

desiccant/HDPE) foil // (PE/AL) | or 2 blisters with patient information
foil. 2 blisters with patient | leaflet in a carton pack. / Ilo 10
information leaflet in a carton | Ta6nerok B 6auctepe u3 (ITA/AJIIID ¢
pack. / Tlo 10 TaGnetox B | Bnaromoriorutenem/IIOBII) donbru //
omucrepe w3 (ITA/AJV/IID ¢ | (TID/AJT) donsru. ITo 1 wium 2 6aucTepa
sraronorioturenem/[19BII) C MHCTpYKLMEH II0 NpPUMEHEHUIO B
donwru // (II3/AJ1) dponsru. [To | madyky KapTOHHYIO.

2 6mucTepa ¢ HHCTPYKLMEHN IO

with | desiccant/HDPE) foil // (PE/AL) foil. 1

nayKky

16 | Labeling / MapkupoBka

According to ND / B coorseTctBuu ¢ HJJ

17 | Storage conditions /
XpaHeHue

Below 25 °C. / ITpu Temnepatype He Bbiiue 25 °C.

18 | Shelf life / Cpox 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.
* TIpu BLINMYCKE JIEKAPCTBEHHOI0 NpenapaTa KOHTPOJIb KayecTBa no nokasareno «MukpoGuoJiornyeckast
YUCTOTAY MPOBOAUTCS AJIsi KasKaoi 20-0if cepuu, HJIM 1JIs OAHOH CEpMM B rojl, B 3aBHCUMOCTH OT TOrO, YTO

HACTYINMUT paHbIIE.

Remarks: The Product conforms to ND/
IMpumeuanue: [poaykt cootBeTcTBYET TpeboBaHuaM HJ

Conclusion: APPROVED /
3akmwuenne: OJOBPEHO

Prepared by /
IMoarotosnedo: Rama kant

Checked by /
Ipoeepeno: Pardeep Kumar

Approved by: Manager/Executive /
Ono6peHo: Menemxep / Pykosoaurens

Manoj Kumar @L_-

Bkl
Reprint Date / ‘

Jara: 09.11.2023

Reprint Date /
Jarta: 09.11.2023

Reprint Date /
Jlata: 09.11.2023

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: L85155AP1984PLC0O04507
www.drreddys.com




Dr. Reddy's Laboratories Lid.

@
Dr. Red dy,s q‘... Formulation Unit-6

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

CERTIFICATE OF ANALYSIS Tel : +91 98166 56001-02
CEPTHO®UKAT AHAJIM3A www.drreddys.com

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Mpoaykr: Keropon” Dkenpece (keToponak) TabNeTKH, IMCTIEprHpyeMbIe B TIOIoCTH pra, 10 mMr

Batch No / : V2302255 Batch Quantity / : 3600000 tab /
Cepna Ne O0beM cepHH 3600000 Tab
Analytical Report No / : 890001699161 Date of Analysis / : 09.11.2023
AHaJIMTHYECKHH oTyeT Ne JlaTa aHaau3a

Date of Manufacture / : 10-2023 Date of Expiry / : 09-2025
JaTa npon3BoACTBa TI'onen o

Analysis performed according ND / Anaiu3s nposeaen no HJL:
JII1-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / u3menenne Nel or

27.12.2021, usmenenue Ne2 or 11.11.2022)

Page 8 of 8 / C1p. 8 m3 8

API name / Haumenosanue A®C: Ketorolac tromethamine / Kertoponaka
TPOMETaMHH

INN/MHH: Ketorolac / Keroponak

API manufacturer batch number /

Howmep cepuu nponssoautenss ADC: ABQHDOSHE)

FP Manufacture:‘ API Batch number / FEQA00496

Homep cepun cydcranumn npouspoanTens [JID:

AP] Manufactured by & country / Dr. Reddy's Laboratories Ltd., India /

IIpoussoautenab ADC, crpana: JI-p Peun'c Jlabopatopuc Jlta., Unaus
Remarks: The Product conforms to ND/ Conclusion: APPROVED /
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