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
CEPTUO®HUKAT AHAJIU3A www.drreddys.com

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoxykr: Keropon® Dxcnpecc (keToposak) TableTKH, AUCIIEpripyeMble B IIOJIOCTH pTa, 10 Mr

Batch No / 1 V2302482 Batch Quantity / : 3600000 tab /
Cepust Ne O6beM cepun 3600000 Tab
Analytical Report No / : 890001709548 Date of Analysis / : 03.01.2024
AnaiuTnyeckuii oTuer Ne Jara anaauza

Date of Manufacture / : 11/2023 Date of Expiry / : 10/2025
JaTa npon3BoacTBa TI'open mo

Analysis performed according ND / Ananns nposenen no H/I:
JITI-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / n3menenne Nel ot

27.12.2021, n3menenne Ne2 ot 11.11.2022)

Page 1 of 8/ Crp. 1 u3 8

No

Test / Iloka3zarejib
Ne

Results / Pe3ynbTaThl

Specification / Hopma

1 Description / Onucanue

Light yellow round flat beveled
tablets with "|" debossed on one
side. / Kpyrible, niockue
tabnetku ¢ ¢ackoi, cemIO-
XKEJITOrO LBETa C TPaBHPOBKOMH
«» Ha ONHOM CTOpPOHE.

Light yellow round flat beveled tablets

with "|" debossed on one side. /¢
Kpyrisle, miockue tabnetku ¢ dackoit,

CBETIO-XENTOro LBETA C rPaBUPOBKOMU

«l» Ha oHOH CTOpOHE.

2 Identification / ITomJIMHHOCTE

Ketorolac / Kemoponak

a) Byuv/
Vd-cnekTpodoToMeTpust

Complies / CoOTBETCTBYET

UV spectra of the test solution and
ketorolac  tromethamine  standard
solution should have peaks at the same
wavelength (£ 2 nm). / Y®-cnekTpsl
MOTJIOUIEH s HCTIBITYEMOTO pacTBopa U
pacTBopa  CTaHAapTHOro  obpasua
KETOpOJiaka TpPOMETaMHMHA  JOJDKHBI
HMETh MAKCUMYMBI [IPH OXHOU U TOM ke
JUTHHE BOJHEI (+ 2 HM).

Remarks: The Product conforms to ND/

ITpumeuanue: ITpoaykt coorBeTcTByeT Tpebopanusam HJJ

Conclusion: APPROVED /
3akmrouenne: OJOBPEHO

Checked by /

Approved by: Manager/Executive /

Prepared by /
IToarorosaeHo: Shivani Devi

IIpoeepero: Rama Kant

T /

Onobpeno: Menemkgp / PykoBoautens
Abhishek Chauhan L \
—

/
A
Reprint Date /

Jara: 03.01.2024

Reprint Date /
Jata: 03.01.2024

Reprint Date /
Jara: 03.01.2024

Registered Office: 8-2-337, Rcad No, 3, Ranjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 49C0 2900, Fax: +91 40 4500 2999, Emai!: mail@drreddys.com

CIN: L85155AP1984PLCO04507
www.drreddys.com




Dr.Reddy’s €3¢

Dr. Reddy's Laboratories Ltd
Formulation Unit-6

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

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

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
TIpoayxr: Keropon® Jkcnpecc (keToposiak) TabNeTKH, AUCTIEPTHpYEMBIE B IOJIOCTH pTa, 10 Mr

Batch No / : V2302482 Batch Quantity / : 3600000 tab /
|Cepust Ne Oonem cepun 3600000 Tab6
Analytical Report No / : 890001709548 Date of Analysis / : 03.01.2024
AHATHTHYECKHI oTyeT Ne JlarTa anaausa

Date of Manufacture / : 11/2023 Date of Expiry / : 10/2025
JdaTa npoH3BOACTBA I'onen no

Analysis performed according ND / Anann3 nposenen no H/I:
JII1-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / uamenenue Nel ot

27.12.2021, n3menenne Ne2 or 11.11.2022)

Page2 of 8/ C1p. 2 m3 8

No

Test / Iloxa3aTennb
Ne

Results / Pe3ynbpraThl

Specification / Hopma

b) By HPLC/B3XX

Complies / CooTBEeTCTBYET

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 ynepxUBaHHUA
OCHOBHOTO IMHKa Ha XpOMaTOrpaMme
UCTILITYEMOr0  pacTBopa  JOJDKHO
COOTBETCTBOBATh BpEMEHHU
YIOEPKUBAHMS OCHOBHOTO MHKa Ha
XpoMaTorpamme pacTBopa
CTaHOapTHOro oOpa3ua KeTopoJiaka
TpOMETaMHHa (paznen

«KoNMMuecTBEHHOE OTIPEIENIEHUEY).

Remarks: The Product conforms to ND/
IMpumeuanue: Ilpoaykrt cooTBercTBYeT TpeboBanusm HJ{

Conclusion: APPROVED /
3axkmouenue: OQJJOGPEHO

Prepared by /
[Moaroroeneno: Shivani Devi

AT

Checked by /
[Ipoeepeno: Rama Kant

>

Approved by: Manager/Executive /

Onob6peHo: Menemkep / Pykosoauresns
Abhishek Chauhai)LL \

Reprint Date /
Jara: 03.01.2024

Reprint Date /
Jlara: 03.01.2024

Reprint Date / |
Hara: 03.01.2024

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: L85195AP1984PLCO04AS07

www.drreddys.com




Dr. Reddy's Laboratories Ltcl.

@o _ :
? ™ Formulation Unit-6
Dr. Reddys ". Vill. Khol, Nalagarh Road, Baddi,

Distt. Solan, H.P., 173 205, INDIA

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

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
IMpoayxT: Ketopon® Dkcnpecc (keToponak) TabneTku, AUCTeprupyeMble B MoocTy pra, 10 Mr

Batch No / : V2302482 Batch Quantity / : 3600000 tab /
Cepus No Oo6nem cepun 3600000 Tab
Analytical Report No / : 890001709548 Date of Analysis / : 03.01.2024
AHanuTHYecKHnil oTueT Ne JdarTa ananusa

Date of Manufacture / : 11/2023 Date of Expiry / : 10/2025
JaTta npou3BoacTBa T'onen no

Analysis performed according ND / Anann3 nposeaen no HJI:
JII1-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / n3amenenne Nel ot

27.12.2021, n3menenne Ne2 or 11.11.2022)

Page 3 of 8 /Crp.3u3 8

i:) Test / IlokazaTenb Results / Pe3ynbTatsl Specification / Hopma
3 Identification Complies / CooTBETCTBYET The  retention  times of  2-
Butylhydroxyanisole / butylhydroxyanisole and 3-
IMoanuHHOCTH butylhydroxyanisole peaks on the
OYTHATHAPOKCHAHU30.1 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 yIepXUBaHUA
NUKOB  2-OYTHITMAPOKCHAHW30MIA U
3-6y THITHAPOKCUAaHU301a Ha
XpOMaTorpamme HCIIBITYEMOTO
pacTBOpa JOJDKHBI COOTBETCTBOBATH
BpEMEHaM YIEepPKUBAHMS [THKOB
2-6y THITHAPOKCHAHU30T1a U
3-6yTWITHAPOKCHAHU30J1a Ha
XpoMmarorpamme pacTBopa
CTaHZApTHOTO obpasua
OYTUITHAPOKCHAHU301a (pa3men
«ConepxaHue
OYTUITHIPOKCUAHU30IIaY).
4 Average weight / Cpeanss 68.6 mg / 68.6 Mr 67.2 mg to 72.8 mg (70.0 mg + 4.0 %)./
macca Ot 67,2 Mr no 72,8 Mr (70,0 Mr£4,0 %).
Remarks: The Product conforms to ND/ Conclusion: APPROVED/
ITpumeuanue: IlpoaykT cooTBeTCTBYET TpebopaHusM HJ 3akmwouenne: OJJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[onrorosneHo: Shivani Devi | ITposepero: Rama Kant Onobpeno: Menemxkep / PykoroauTens
“ Abhishek Chauhan
AT W LJ\
Reprint Date / Reprint Date / Reprint Date / )
Jara: 03.01.2024 Jara: 03.01.2024 Jara: 03.01.2024

Ragistared Office: 8-2-337, Read No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4500 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L35185AP1984PLC0O0AS507
www,drreddys.com




Dr.Reddy’s Qi"'

CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHAJIN3A

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

Vill. Khol, Nalagarh Road, Baddj,
Distt. Solan, H.P., 173 205, IND}A
Tel : +91 98166 56001-02
www.drreddys.com

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoayxr: Keropon® Dkcnpece (keToponak) TabJieTkH, AUCTIEprupyeMble B ONOCTH pTa, 10 Mr

Batch No / 1 V2302482 Batch Quantity / : 3600000 tab /
Cepusa Ne O6bem cepuu 3600000 Tab
Analytical Report No / : 890001709548 Date of Analysis / : 03.01.2024
AHanuTHYecKHMi oTueT Ne JaTa aHanu3a

Date of Manufacture / : 11/2023 Date of Expiry / : 10/2025
HJaTa npou3BoACTBA TI'open oo

Analysis performed according ND / Anaans nposenen no HJI:
JI-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / usmenenne Nel ot

27.12.2021, usmenenne Ne2 ot 11.11.2022)

Page4 of 8/ Crp. 4u3 8

i:) Test / IToka3zartesb Results / Pe3ynbraThl Specification / Hopma
Uniformity of weight / Complies / CooTBETCTBYET 18/20 tablets - not more than £ 10 %
OnpHopoaHOCTbL Macehl 2/20 tablets - not more than = 20 % /

18/20 Tabnerok — He Gonee * 10 %
2/20 Tabnetox — He 601ee + 20 %
5 Disintegration time / 00 min 21 sec / 00 muH 21 cex Not more than 3 min / He 6onee 3 mun
Pacnagaemocrn
6 Dissolution / PacTBopenue Unit-1/ Ta6n-1 99% Not less than 75% (Q) of
. CsHisNO3C4H; |NO; (ketorolac
Unit-2 / Tab1-2 98% tromethamine) in 15 min / He Menee
Unit-3 / Tab1-3 97% 75% (Q)  CisHisNO3*CsH[1NO;3
) . (keToposlaka ~ TPOMETaMHH)  4epes
Unit-4 / Tabn-4 97% 15 Mun
Unit-5 / Tabn-5 101%
Unit-6 / Ta6s1-6 99%
7 Fineness of Dispersion/ Complies / CooTBETCTBYET A uniform suspension passing through a
HAucnepcHocTh 710 pm sieve is formed. / O6pazyercs
ONHOPOMHAs CYCIIEH3Hs, MPOXOIIIuas
CKBO3b CHTO C pa3MepoM OTBEPCTHUI
710 MKM.

Remarks: The Product conforms

pumeuanue: IIponykr cooreercTByeT Tpedopanusm HJ|

to ND/

Conclusion: APPROVED /
3akawuenne: OJJIOBPEHO

Prepared by /
IToarorosneno: Shivani Devi
S

M

Checked by /
ITposepeno: Rama Kant

Qo

Approved by: Manager/Executive /

Reprint Date /
Jlata:; 03.01.2024

Reprint Date /
Jlara: 03.01.2024

OnobpeHo: Meneaxgp / PykoBoaurens
Abhishek Chauhan E&;/ \
2

Reprint Date /
Jara: 03.01.2024

Registered Office: 8-2-237, Read No. 3, Banjaya Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com

CIN: L85195AP1934PLCON4507
wwiv.drreddys.com




Dr.Reddy’s €3¢

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

Vill. Khol, Nalagarh Road, Badidj,
Distt. Solan, H.P.,, 173 205, INDjA

CERTIFICATE OF ANALYSIS Tel : +91 98166 56001-02

CEPTUO®UKAT AHAJIM3A www.drreddys.com

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykr: Ketopon™ Dkcnpecc (keToponak) TableTky, AUCTIeprupyeMble B OJIOCTH pTa, 10 mr

Batch No / 1 V2302482 Batch Quantity / : 3600000 tab /
Cepus Ne O61em cepun 3600000 Tab
Analytical Report No / : 890001709548 Date of Analysis / : 03.01.2024
AxaanTuyeckui oTyer Ne Jarta anaanza

Date of Manufacture / : 11/2023 Date of Expiry / : 10/2025
JaTta npou3BoacTBa T'onen no

27.12.2021, n3menenue Ne2 or 11.11.2022)

Analysis performed according ND / Ananus nposegen mo HJI:
JII1-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / n3menenne Nel ot

PageSof 8 /Crp. Su3 8

1-xeToaHaynor KETOpOJiIaKa

Any unidentified impurity / 0.02 %
e IMHAYHASA
HenJeHTHULIMPOBAHHAs
OpUMEChH

8 Related impurities / Poacreennbie npumecu
ketorolac 1-hydroxy analog / Below LOD (LOD = 0.0010 %) / Not more than 0.5 % / He 6onee 0,5 %
l-runpoxcuananor Humxe npeaena o6HapyxeHns ([10 =
KeTopoJiaka 0.0010%)
ketorolac 1-keto analog/ 0.06 % Not more than 0.8 % / He 6onee 0,8 %

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

Total impurities / 0.1%
CymMmMa npumeceit

Not more than 1.0 % / He 6onee 1,0 %

9 Water / Bona 2.6 %

Not more than 7.0% w/w /
He 6onee 7,0 %

10 Residual solvents by GC/ OcrarouHble opraHu4eckue pacTBOPUTETH

Isopropyl alcohol / 6 pg/tab/

Not more than 350 pg/tab /

H3zonponaHon 6 MKr B TabieTke He 6onee 350 Mkr B TabaeTke

Remarks: The Product conforms to ND/
ITpumeuanue: [Iponykr coorBercTByeT TpeboBanusm HJI

Conclusion: APPROVED /
3akmwuenne: OJOBPEHO

Prepared by / Checked by /
TToaroroeneHo: Shivani Devi | [IpoBepeHo: Rama Kant

il debrd

Approved by: Manager/Executive /

Onob6peHo: Menemxkep / Pykosoaurens
Abhishek Chauhan \
1

Reprint Date / Reprint Date /
Hara: 03.01.2024 Hata: 03.01.2024

Reprint Date /
Jara: 03.01.2024

Registered Oifica: 8-2-337, Road No. 3, Ranjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Emai!: mail@drreddys,com
CIN: L851954AP1831PLCO0A507
www.direddys.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

CEPTUOUKAT AHAJIM3A

www.drreddys.com

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Mponyxr: Keropon®™ Dxcnpecc (ketoposak) TabneTky, AUCIeprupyeMble B MOJ0CTH pra, 10 Mr

Batch No / 1 V2302482 Batch Quantity / : 3600000 tab /
|Cepus Ne O0beM cepun 3600000 Tab
Analytical Report No / : 890001709548 Date of Analysis / : 03.01.2024
AHAIMTHYECKHH oTUeT No JaTta ananusa

Date of Manufacture / : 11/2023 Date of Expiry / : 1072025
Jara npousBoacTsa I'ogen no

Analysis performed according ND / Anann3s nposeaen no HJI:
JITT-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / u3menenue Nel ot
27.12.2021, n3menenue Ne2 or 11.11.2022)

Page 6 of 8/ C1p. 6 3 8

11 Microbial enumeration tests / MukpoouoJsiornyeckasi Yucrora*
a) Total Aerobic Microbial NA Not more than 1000 CFU/g /
Count / Obee uucno He 6onee 1000 KOE/r
a3pOOHBIX MUKPO-
OpraHu3MOB
b) Total Combined Yeast NA Not more than 100 CFU/g /
and moulds count / O61uee He 6onee 100 KOE/r
YHCJIO JPOXOKEBBIX U
TUIECHEBBIX IPHOOB
c) Escherichia Coli NA Shell be absent in 1 gram /
OrcyrcTBHEB I T
12 | Uniformity of dosage units / 3.4 Acceptance value (AV) not more than
OnaHopoaHOCTL 15.0 / IlpuemouHoe 3HaueHue (AV) He
A03UPOBAHMSA 6onee 15,0.
13 | Assay/KoanuecTBeHHOe 9.9 mg/9.9 Mr From 90mg to 11.0mg of
onpeaenenne (99.0 %) Ci15H13NO3*C4H11NO; (ketorolac
tromethamine) (from 90.0 to 110.0 % of
the label claim) per a tablet / Ot 9,0 mr
o 11,0 Mr C15H13N03‘C4H11NO3
(xetoponaka TpomeramuH) (ot 90,0 no
110,0 % OT 3as4BJIEHHOTO KOJUYECTBA) B
TabneTke
14 | Butylhydroxyanisole 0.0967 mg/tab / Not less than 0.042 mg/tab /
content / CoxepxaHue 0.0967 mr B TabneTke He menee 0,042 Mr B TabneTke
Oy THJIrHAPOKCUAHU301A

Remarks: The Product conforms to ND/
ITpumeuanue: ITponykT cooTBercTByeTt TpeboBanusam HJJ

Conclusion: APPROVED /
Zakmouenne: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
Ioarotosieno: Shivani Devi | Ilpoeepeno: Rama Kant OnobpeHo: Menemkep / PykoBonuresib
g Abhishek Chauhan
F dufet L\
Reprint Date / Reprint Date / Reprint Date / \
Jara: 03.01.2024 Jlata: 03.01.2024 Jara: 03.01.2024

Registered Office: 8-2-337, Road No. 3, Ranjara Hills, Hyderabad - 500034, Telangana, India

Tel: +91 40 4500 2900, Fav: =91 40 4900 2999, Email: mail@drreddys.com

CIN: LE5195AP1984PLC0O04507
www.drreddys.com




Dr.Reddy’s €3¢

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

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

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

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykr: Keropon® Dkenpecc (keToponak) TabueTKH, AUCIEPrUpyeMsle B 10J10CTH pTa, 10 Mr

Batch No / 1 V2302482 Batch Quantity / : 3600000 tab /
Cepus Ne O0bem cepun 3600000 Tab
Analytical Report No / : 890001709548 Date of Analysis / : 03.01.2024
AHanuTHYecKHil oT4eT Ne Jara anannsa

Date of Manufacture / : 11/2023 Date of Expiry / : 1072025
JaTa npon3BoacTBa T'oaen 1o

Analysis performed according ND / Ananu3 nposeaen no HJI:

JII1-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / n3meHenne Nel ot

27.12.2021, usmenenne No2 or 11.11.2022)

Page 7 of 8 /Crp. 7u3 8

15 | Package/ YnakoBka 10 tablets in a blister of | 10 tabletsina blister of (PA/AL/PE with
(PA/AL/PE with | desiccant/HDPE) foil // (PE/AL) foil. 1
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 | Tabnerok B 6auctepe us (ITA/AJI/TID ¢
pack. / Tlo 10 Tabnerok B | Biaromornorurenem/[19BII) donbru //
6nucrepe u3z (IIA/AJVIID ¢ | (IID/AJI) ponsru. ITo 1 wnu 2 Gnucrepa
Brnaronornorurenem/I19BIT) C HUHCTPYKUMEH IO MNPUMEHEHHIO B
¢oneru // (II3/AJ1) doneru. [To | mayky KapTOHHYIO.

2 6nuctepa ¢ HHCTPYKLUEH MO
NIPUMEHEHHIO B NauKy
KapTOHHYIO.
16 Labeling / MapxupoBka According to ND / B cootBeTcTBHU ¢ H]]
17 | Storage conditions / Below 25 °C. / Ilpu Temniepatype He Bbile 25 °C.
Xpaueunue
18 | Shelf life / Cpox rognocTu 2 years/ 2 roza

* 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.
* JIpu BbIMyCKe JIEKAPCTBEHHOI0 Npenapara KOHTPOJIb Ka4ecTBa N0 noka3areato « MHKpo6uoJiornyeckast
YUCTOTA» NMPOBOAUTCS AJIs1 Kaxaoi 20-oii cepuu, Wiu AJ1A OAHOM CepUU B TOJ, B 3aBUCUMOCTH OT TOr0, YTO

HACTYIIMT paHbLUe.

Remarks: The Product conforms to ND/
IIpumeuanue: [TpogykT cooTBeTcTBYET TpebopaHusam HJL

Conclusion: APPROVED /
3axmouenne: OJIOBPEHO

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

Tloarotosneno: Shivani Devi | IIpoBepeno: Rama Kai[ Onobpeno: Menemxep / PykoBoaurens
« Abhishek Chauhan

Reprint Date / Reprint Date / Reprint Date/ \

Jara: 03.01.2024 Hara: 03.01.2024 Jara: 03.01.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: 491 40 4500 2500, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1934PLC0O04507

www.drreddys.com




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

@
Dr. Reddy’s ‘... Vill. Khol, Nalagarh Road, Badidi

Distt. Solan, H.P., 173 205, INDIA
CERTIFICATE OF ANALYSIS Tel : +91 98166 56001-02
CEPTUHOUKAT AHAJIM3A www.drreddys.com

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykt: Keropon® Okcnpece (keToponak) TabIeTkH, AUCIIEPrUpyeMbIe B IOJIOCTH pTa, 10 Mr

Batch No / : V2302482 Batch Quantity / : 3600000 tab /
Cepus Ne O0bem cepuu 3600000 Tab
Analytical Report No / : 890001709548 Date of Analysis / : 03.01.2024
AHanuTHYECKH oTUeT No JlaTa aHaHM3a

Date of Manufacture / : 11/2023 Date of Expiry / : 10/2025
JlaTra npon3BoacTBa I'onen xo

Analysis performed according ND / Anann3s nposenen no H/I:
JII1-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / usmenenue Nel ot

27.12.2021, namenenne Ne2 ot 11.11.2022)

Page8 of 8 /Crp. 83 8

API name / HaumenoBauune A®C: Ketorolac tromethamine / Ketoposnaka
TPOMETaMUH
INN / MHH: Ketorolac / Keropounak
API manufacturer batch number /
Homep cepun npouspoauteiss AQC: ABQH006612
FP Manufacturer API Batch number /
Homep cepuu cy6cTaHuuy npoussoautens I'JID: FEQA00567
API Manufactured by & country / Dr. Reddy's Laboratories Ltd., India /
Iponssoantens A®C, cTpaHa: J-p Pennu'c Jlaboparopuc JIta., Hnaus
Remarks: The Product conforms to ND/ Conclusion: APPROVED /
ITpumeuanue: [IpoaykT cooTBeTcTBYET Tpeboanusm HJJ 3aximouenne: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[MToarorosneHo: Shivani Devi | IIposepeno: Rama Kant OnoGpeno: Menemxep / PykosonnTens
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