Dr.Reddy’s ‘,’:‘.

CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories Ltd.

Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddj,
Distt. Solan, H.P.,, 173 205, INDIA
Tel : 491 98166 56001-02

CEPTUO®HUKAT AHAJIN3A

www.drreddys.com

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykt: Keropon® Dkcnpecc (keToposak) TabneTkH, AUCIeprupyeMble B MOJIOCTH pTa, 10 mMr

Batch No / : V2301969 Batch Quantity / : 3600000 tab /
Cepus Ne O6bem cepun 3600000 Tab
Analytical Report No / : 890001693372 Date of Analysis / : 11.10.2023
AHanuTHYECKHH oT4eT No JlaTa anasu3za

Date of Manufacture / : 0972023 Date of Expiry / : 08/2025
JlaTa npoH3BOJCTBA I'onen xo

Analysis performed according ND / Ananus npoeeaen mo HJI:
JII1-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / u3menenne Nel ot

27.12.2021, uzmenernue No2 or 11.11.2022)

Pagel of 8/Crp. 113 8

Y@-cnexkrpodoTomeTpus

1}00 Test / Ilokasarenn Results / Pe3ympTaTsl Specification / Hopma
1 Description / Onucanue Light yellow round flat beveled | Light yellow round flat beveled tablets
tablets with "|" debossed on one | with "|" debossed on one side. /
side. / Kpymisle, mnockue | Kpyrnele, mnockue TabneTku ¢ packoi,
TabneTku ¢ ¢ackoif, CBETIO- | CBETIO-XKENTOrO LIBETA C IPAaBHPOBKOH
HKEJITOro LiBeTa C IpaBHpOBKON | «!» Ha oZHOM CTOpOHE.
«» Ha OIHOH CTOpOHE.
2 Identification / IToXIHHHOCTE
Ketorolac / Kemoponax
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®-cnexTpsl
HOTJIOIIEH!s UCIIBITYEMOTO pacTBopa U
pacTtBopa  CTaHmapTHoro  obpasia
KETOpONlaka TPOMETaMHMHA  JOJDKHBI
HMMETb MaKCUMYMBI [IpH OOHOH U TOM xke
JUIMHE BOJIHHI (+ 2 HM).

Remarks: The Product conforms to ND/

ITpumeuanue: Ilpoaykr coorBercTByeT TpeboBanusM HII

Conclusion: APPROVED /
3axaroyenne: OJOBPEHO

Prepared by /
IToagrorosneno: Rama Kant

=

Checked by /
ITpoeepeno: Pardeep Kumar

-

Approved by: Manager/Executive /
Onodpeno: Menegkep / Pykosoautens
Abhishek Chauhg \

\1 B 4

Reprint Date /
Hara: 29.12.2023

Reprint Date /
Hara: 29.12.2023

Reprint Date / o \
Hara: 29.12.2023

Resgisterc:t Tiice
e AL

;: 8-2-337, Rnad No. 3, Banjara Hills, Hyderabad - 500034, Telangana, Indin
£900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLC0O04507

www.drreddys.com




Dr.Reddy’s €3¢

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

CEPTUOUKAT AHAJIM3A

www.drreddys.com

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Hpoayxr: Keropon® Okcnpecc (keToponak) TabJeTKH, AUCIEPrUpyeMble B MOJOCTH pra, 10 Mr

Batch No / : V2301969 Batch Quantity / : 3600000 tab /
Cepus Ne Oo6bem cepun 3600000 Tab
Analytical Report No / : 890001693372 Date of Analysis / : 11.10.2023
AHajmuTHYecKHH oTUeT Ne Jata anannza

Date of Manufacture / : 09/2023 Date of Expiry / : 08/2025
JlaTta npousBoacTBa I'ogen oo

Analysis performed according ND / Ananu3s nposenen mo H/I:
JII-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / usmenenne Nel ot

27.12.2021, usmenenne Ne2 or 11.11.2022)

Page2 of 8/ Crp. 2 u3 8

No

Test / Iloka3aresanb
No

Results / Pe3ynbTaThl

Specification / Hopma

b) By HPLC / BOXX

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 yzmepxuBaHuA
OCHOBHOTO IHKa Ha XpoMaTorpaMmme
HCIBITYEMOTO  pacTBOpa  HOJDKHO
COOTBETCTBOBAThH BpEeMeHH
yIEepXKVBaHMS OCHOBHOTO IHMKa Ha
XpOMaTorpaMme pactBopa
CTaHAAPTHOTO KeTOpoJiaka
TPOMETaMHHA (pasmen
«KondecTBeHHOE ONPENEICHUEY).

obpasua

Remarks: The Product conforms to ND/

IIpumeuanue: IlponykT cooTBeTcTBYeET TpeGoBaHUIM HJI

Conclusion: APPROVED /
3axnrwyenune: OJOBPEHO

Prepared by /
IToarororneno: Rama Kant

Checked by /
IIpoBepeno: Pardeep Kumar

= =

Approved by: Manager/Executive /
Onobpeno: Menemkep / PykoBoautens
Abhishek Chau};&f{ )\

't
e
Reprint Date/ | '

Jara: 29.12.2023

Reprint Date /
JHara: 29.12.2023

Reprint Date /
Hata: 29.12.2023

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: L85195AP1984PLC0O04507

www.drreddys.com
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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
CEPTHO®HUKAT AHAJIM3A www.drreddys.com

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Mpoaykr: Ketopon® Dkcnpecc (keToponak) TabneTky, AUCTIEprHpyeMble B TIOJIOCTH pTa, 10 Mr

Batch No / : V2301969 Batch Quantity / : 3600000 tab /
Cepus Ne O0neM cepuH 3600000 Ta6
Analytical Report No / : 890001693372 Date of Analysis / : 11.10.2023
AHaJIMTHYECKHH oTYeT N2 Jata ananausa

Date of Manufacture / : 09/2023 Date of Expiry / : 08/2025
JaTa npon3BoACTBa I'onen no

Analysis performed according ND / Auann3 nposenen no HJI:
JII1-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / u3amenenne Nel or
27.12.2021, namenenne Ne2 ot 11.11.2022)

Page3of 8/ Crp.3u3 8

1;.00 Test / IlokazaTenab Results / Pe3ynbTaThl Specification / Hopma
3 Identification Complies / COOTBETCTBYET The  retention times of  2-
Butylhydroxyanisole / butylhydroxyanisole and 3-
IoanuHHOCTB butylhydroxyanisole peaks on the
Oy THITUAPOKCHAHU3O0.T 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 yHaepXHBaHUSA
MHKOB  2-OyTHIrHAPOKCHAHM3ONA U
3-0yTUNTUIPOKCHAHU30Ma Ha
XpoMaTorpaMmme HCIIBITYEMOTO
pacTBopa HO/DKHBI COOTBETCTBOBATH
BpeMeHaM yIOep>KABaHHUS MUKOB
2-6yTUNTUAPOKCHAHU30M1a 1%}
3-6yTUIrHAPOKCHAHH301a Ha
XpOMaTorpaMme pacTBOpa
CTaHZAPTHOTO obpasua
GYTHITHAPOKCHAHU30IA (pazmen
«Cognepxanue
OYTHITHAPOKCHAHU3O0IIAN).
4 Average weight / Cpennsist 70.4 mg/70.4 Mr 67.2 mg to 72.8 mg (70.0 mg + 4.0 %)./
mMacca Ot 67,2 Mr 10 72,8 Mr (70,0 Mr £ 4,0 %).

Conclusion: APPROVED /
3akarouenne: OJOBPEHO
Approved by: Manager/Executive /
OnobpeHo: Menemksp / Pykosogurens
Abhishek Chauhan \

| N Y

Remarks: The Product conforms to ND/

ITpumevanue: [IpoaykT cooTBeTcTBYET Tpeboranusm HJ|
Prepared by / Checked by /
ITogrorosneno: Rama Kant ITpoeepeno: Pardeep Kumar

Reprint Date /

Reprint Date /
Hara: 29.12.2023 Hara: 29.12.2023

s

Reprint Date /
Jara: 29.12.2023

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: L85195AP1984PLC0O04507
www.drreddys.com
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CERTIFICATE OF ANALYSIS

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

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

CEPTUOPHUKAT AHAJIU3A

www.drreddys.com

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
IIpoayxr: Keropon® Okcnpecc (keToponak) TableTKH, AUCIIEPrUpyeMble B MOJIOCTH pra, 10 mMr

Batch No / : V2301969 Batch Quantity / : 3600000 tab/
Cepus Ne O6bem cepun 3600000 Tab
Analytical Report No / : 890001693372 Date of Analysis / : 11.10.2023
Anaanradyeckuii oTyer Ne JlaTa aHAIH32

Date of Manufacture / : 09/2023 Date of Expiry / : 08/2025
Jata npon3BoacTBa Topen no

Analysis performed according ND / Auanusz npoeexen mo HJ/:
JIII1-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / uamenenne Nel o]

27.12.2021, m3menenue Ne2 ot 11.11.2022)

Page4 of 8/ Crp.41u3 8

No

No Test / IToka3zaTtesb Results / PesynpTaThl Specification / Hopma
Uniformity of weight / Complies / CooTBeTCTBYET 18/20 tablets - not more than + 10 %
OaHOpOIHOCTE MacCChI 2/20 tablets - not more than + 20 % /

18/20 Tabnerox — He OGosnee + 10 %
2/20 Tabnerok — He 6omnee £ 20 %

5 Disintegration time / 00 min 22 sec / 00 muH 22 cex Not more than 3 min / He 6onee 3 Mun
PacnagaemocTtb

6 Dissolution / PacTBopenne Unit-1/ Ta6a-1 103% Not less than 75% (Q) of

. C15sH13NO1*C4H11NO3 (ketorolac
Unit-2 / Tabn-2 98% tromethamine) in 15 min / He Menee
Unit-3 / Ta6n1-3 101% 75% (Q  CisHisNO3*C4H1NO;

. . (keToposiaka  TPOMETaMHH)  4epe3
Unit-4 / Tabn-4 100% 115 Tt
Unit-5 / Tabn-5 101%

Unit-6 / Tabn-6 100%

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

JucnepcHocTh 710 um sieve is formed. / O6pa3yercs
OIHOpOIHAs CYCHEH3Hs, HpOXonsiuas
CKBO3b CHTO C pa3MeEpPOM OTBEPCTHM
710 MxMm.

Remarks: The Product conforms

IIpumeuanwue: [lponykr coorBercTRyeT TpeboBanusam HJT

to ND/

Conclusion;: APPROVED /
3akmouenne: OJJIOBPEHO

Prepared by /
IMToarorosneno: Rama Kant

Bk}

Checked by /
[Iporepeno: Pardeep Kumar

Approved by: Manager/Executive /
Ono6peno: Menespkep / PykoBoaurens
Abhishek Chauhan!

\\

‘\—J-

Reprint Date /
JaTa: 29.12.2023

Reprint Date /
Jara: 29.12.2023

Reprint Date /
Jlara: 29.12.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: 491 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLC0O04507
www.drreddys.com
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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

CEPTUOHUKAT AHAJIU3A

www.drreddys.com

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykr: Ketopon® Dkcnpece (keToposnak) TabjeTku, JUCTIEprupyeMble B IONOCTH pTa, 10 Mr

: 3600000 tab /

Batch No / : V2301969 Batch Quantity /

Cepus Ne O061peM cepuH 3600000 Tab
Analytical Report No / : 890001693372 Date of Analysis / : 11.10.2023
AHanuTHYEeCKHH oTueT No Jlata anam3a

Date of Manufacture / : 0972023 Date of Expiry / : 08/2025
JaTa mponsBogcTBa I'open go

Analysis performed according ND / Anann3s nposenen no HJ:
JITI-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / u3amenenue Nel ot

27.12.2021, n3amenenne Ne2 or 11.11.2022)

Page 50f 8/ Crp. 5u3 8

8 Related impurities / PoacTBeHHBIe npuMecH
ketorolac 1-hydroxy analog / Not more than 0.5 % / He 6onee 0,5 %
1-ruapoxcUaHasIor 0.0036 %
KeTopoJaKa
ketorolac 1-keto analog/ 0.06% Not more than 0.8 % / He 6onee 0,8 %
1-keToaHaNOr KeTOpONaka
Any unidentified impurity / 0.02 % Not more than 0.5 % / He 6osee 0,5 %
eIMHUIHAs
HeMIEHTH)UITMPOBAHHAS
NPUMECh
Total impurities / 0.1% Not more than 1.0 % / He 6onee 1,0 %
Cymma npumeceit

9 Water / Bona 25% Not more than 7.0% w/w /

He 6onee 7,0 %

10 | Residual solvents by GC/ OctaTouHble 0praHu4ecKHe pacTBOPHTEH
Isopropyl alcohol / 6 pg/tab / Not more than 350 pg/tab /
W3onponaxon 6 MKT B TabneTke He 6onee 350 Mkr B TabneTke

Remarks: The Product conforms to ND/
ITpumeyanue: [Ipoayxt cooTBeTcTBYET TpeboBanusm HJL

Conclusion: APPROVED /
Saxmwouenne: OJJOBPEHO

Hara: 29.12.2023

Prepared by / Checked by / Approved by: Manager/Executive /
Iloarorosneno: Rama Kant IIposepeno: Pardeep Kumar | Onobpeno: Menemykep / PykosoanTens
J Abhishek Chauhalr]l\
ol i b
Reprint Date / Reprint Date / Reprint Date /

Hara: 29.12.2023

Hara: 29.12.2023

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: L85195AP1984PLC0O04507

www.drreddys.com
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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
CEPTHOUKAT AHAJIM3A www.drreddys.com

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
IIpoaykr: Ketopon® Dkcnpecc (keroposnak) TabneTku, AUCHIEprupyeMble B IOJIOCTH pTa, 10 mMr

: 3600000 tab /

Batch No/ : V2301969 Batch Quantity /

Cepusa Ne O0neM cepun 3600000 Tab
Analytical Report No / : 890001693372 Date of Analysis / : 11.10.2023
AHANHTHYIECKHH oTUeT Ne JlaTa anaausa

Date of Manufacture / : 09/2023 Date of Expiry / : 08/2025
Jara nponsBoacTBa T'open oo

Analysis performed according ND / Anann3 nposeaen nmo H/I:

JII1-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / uamenenne Nel ot

27.12.2021, usmenenne No2 ot 11.11.2022)

Page 6 of 8 / C1p. 6 u3 8

11 Microbial enumeration tests / MukpoGuosioruyeckas yucrora*

a) Total Aerobic Microbial

Not more than 1000 CFU/g /

Count / Ob1mee uucno NA He Gonee 1000 KOE/r
a3pOoOHBIX MUKpPO-
OpPTraHM3MOB
b) Total Combined Yeast Not more than 100 CFU/g /
and moulds count / O61ee NA He 6onee 100 KOE/r
YHCIIO MPOXOKEBBIX U
ILUTECHEBBIX TPHOOB
c) Escherichia Coli NA Shell be absent in 1 gram /
OtcyrcTBUe B 1 T
12 | Uniformity of dosage units / 44 Acceptance value (AV) not more than

OaHopoaHocTh 15.0 / ITpuemounoe 35a4eHue (AV) He
H03UPOBaAHHUA 6omee 15,0.
13 Assay / KonnuecTBeHHOe 10.2 mg/ 10.2 mMr From 90mg to 11.0mg of
(101.8 %) CsH13NO3°C4H11NO3 (ketorolac

onpepenenue

tromethamine) (from 90.0 to 110.0 % of
the label claim) per a tablet / Ot 9,0 mr
ao 1 1,0 Mr C15H13NO3'C4H11NO3
(xetoponaka tpomeramus) (ot 90,0 mo
110,0 % oT 3asBIEHHOTO KOJIUYECTBA) B
TabneTke

14 Butylhydroxyanisole
content / Conepsxanue
OYyTHIrHAPOKCHAHN30J1a

0.0945 mg/tab /
0.0945 Mr B TabieTke

Not less than 0.042 mg/tab /
He menee 0,042 Mr B TabneTke

Remarks: The Product conforms to ND/

[Tpumeuanue: IIpoaykT cooTserctByeT Tpebosanuam HJI

Conclusion; APPROVED /
3axkmouenne: OJJOBPEHO

Prepared by /
IToaroroBneno: Rama Kant

Bt

Checked by /
ITpoeepeno: Pardeep Kumar

|

[

Approved by: Manager/Executive /
Onobpeno: Menemkkp / Pykosoaurens
Abhishek Chauhan

= \

Reprint Date /
Hara: 29.12.2023

Reprint Date /
Hata: 29.12.2023

Reprint Date /
Jara: 29.12.2023

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: L85195AP1984PLCO04507

www.drreddys.com




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

. @S
Dr.Reddy’s ‘ .
CERTIFICATE OF ANALYSIS
CEPTUOHUKAT AHAJIM3A

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
IpoaykT: Ketopon® Dxenpecc (keToposak) TabneTky, JMCeprupyeMbIe B MOJIOCTH pTa, 10 Mr

Batch No / : V2301969 Batch Quantity / ¢ 3600000 tab /
Cepus Ne Oo0nem cepun 3600000 Tab
Analytical Report No / : 890001693372 Date of Analysis / : 11.10.2023
AnanuTH4YecKHH oTyer No JlaTa anaansa

Date of Manufacture / : 09/2023 Date of Expiry / : 08/2025
Jarta npon3BoacTaa T'onen 1o

Analysis performed according ND / Ananu3 nposenen mo HJ:
JIII-004929-011119 (amend Nel from 27.12.2021, amend Ns2 from 11.11.2022 / usmenenne Nel ot

27.12.2021, nzmenenue Ne2 or 11.11.2022)

Page 70f 8/ Crp. Tu3 8
15 | Package/ YnakoBka 10 tablets in a blister of | 10 tablets in ablister of (PA/AL/PE with
(PA/AL/PE with | desiccant/HDPE) foil // (PE/AL) foil. 1

desiccant/HDPE) foil // (PE/AL)
foil. 2 blisters with patient
information leaflet in a carton
pack. / Ilo 10 Tabnetok B
6muctepe w3z (IIA/AJUIID ¢
BnaromnorioruteaeM/II5BIT)

¢onsru // (T1I3/AJ) donsru. IMo

or 2 blisters with patient information
leaflet in a carton pack. / Ilo 10
Tabnetok B 6iuctepe u3z (IIA/AJI/IID ¢
Bnaronornoturenem/I[13BII) ¢onsru //
(I13/AJ1) ponbru. Io 1 unu 2 6auctepa
C MHCTPYKLMEH [0 NpPUMEHEHHIO B
Ma4yKy KapTOHHYIO.

2 Giucrepa ¢ MHCTPYKLMEH Mo
[IPUMEHEHHIO B HavyKy
KapTOHHYIO.

16 | Labeling / MapkupoBka According to ND / B cootBeTcTBru ¢ HII

17 | Storage conditions / Below 25 °C. / Ilpu Temnepatype He Bbine 25 °C.

XpaneHue

18 Shelf life / Cpok roanoctn 2 years / 2 roma

* 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 BeIMyCKe JIEKADCTBEHHOI 0 MPenapaTa KOHTPOIb KAYeCTBA M0 noKazareo « MUuKpoGHoloruyecKas
YHCTOT2» MPOBOAMTCA AJIA Kaxaoi 20-0ii cepuu, MM AJ15 OQHOI cepuu B rof, B 3aBUCUMOCTH OT TOI'0, YTO
HACTYNHT paHblile,

Conclusion: APPROVED /
Zakmouenune: OJIOBPEHO

Remarks: The Product conforms to ND/

ITpumeuanue: Ilponykr coorBeTcTBYeT Tpebosauusam HJT
Prepared by / Checked by / Approved by: Manager/Executive /
IToarororneno: Rama Kant [Ipoepeno: Pardeep Kumar | Opobpeno: Menefpkep / Pyxoaﬁilrrenb

g ! IU t Abhishek Chauha?L
_/ — '?\ o

' Reprint Date / Reprint Date / T
Jara: 29.12.2023 Jarta: 29.12.2023

Reprint Date /
Jara: 29.12.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4300 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP13984PLC0O04507
www.drreddys.com




, ‘...0 Dr. Reddy's Laboratories Ltd.
Formulation Unit-6
Dr. Reddy s ‘. Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA

CERTIFICATE OF ANALYSIS T :+91 98166 56001-02
CEPTUPUKAT AHAJIM3A www.drreddys.com

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Hpoayxr: Ketopon™ Dkenpece (ketoponak) TabeTKH, AUCTIEPTUPYEMBIE B ITOJIOCTH pTa, 10 Mr

Batch No / : V2301969 Batch Quantity / : 3600000 tab /
Cepus Ne O6beM cepun 3600000 Tab
Analytical Report No / : 890001693372 Date of Analysis / : 11.10.2023
AHalHTHYECKHI oTueT No Jarta ananuza

Date of Manufacture / : 09/2023 Date of Expiry / : 08/2025
JdaTta npou3BoacTBa Togen go

Analysis performed according ND / Auanuz nposenen mo HJI:
JIII-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / nsmenenne Nel ot

27.12.2021, nsmenenue Ne2 ot 11.11.2022)

Page8of 8/ Crp. 8 mu3 8

API name / HaumenoBanue A®C: Ketorolac tromethamine / Keroponaka
TPOMETaMUHH

INN / MHH: Ketorolac / Keroponax

API manufacturer batch number /

Homep cepun npoussoanTesisi ARC: ABQHI0E28%

FP Manufacturer API Batch number /

Howmep cepuu cyberanunu npoussoauresia [JID: REQEOUEES

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

IIpoussoautenns A®C, crpana: JI-p Pennu'c JIabopatopuc Jita., MHaus
Remarks: The Product conforms to ND/ Conclusion: APPROVED /
[Ipumeuanue: [Ipoaykt coorBeTcTBYET TpeboBanusam HJI 3axmouenne: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[Tonrororneno:; Rama Kant IlpoeepeHo: Pardeep Kumar | Onobpeno: Menemiep / PykoBoantess

Abhishek Chauhan %
/ Qi — \__.., . ¥
Reprint Date / Reprint Date / Reprint Date /
Hara: 29.12.2023 Hara: 29.12.2023 Jara: 29.12.2023
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