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

CEPTUDPUKAT AHAJIU3A

www.drreddys.com

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykr: Ketopon® Dkenpecc (ketoponak) TabneTky, IMCHEPrUpyeMble B NOJIOCTH pTa, 10 Mr

Batch No / : V2302125 Batch Quantity / : 3600000 tab /
Cepus Ne O6beM cepun 3600000 Tab
Analytical Report No / : 890001696442 Date of Analysis / 1 27.10.2023
AnanuTuyeckuii oTuyeT No JlaTa ananusa

Date of Manufacture / : 10-2023 Date of Expiry / : 09-2025
JlaTa npon3BoACTBA I'onen oo

Analysis performed according ND / Ananus nposeaen no HJI:
JIT1-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / n3menenue Nel ot

27.12.2021, usmenenne Ne2 or 11.11.2022)

Page 1 0of8/Crp. 1138

Y®-cnexkrpodoToMeTpHA

1;.? Test / IlokazaTenb Results / Pe3ynbTaThl 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. / Kpymble, mwiockue | Kpyrisle, minockue TabneTky ¢ Gackol,
tabneTku ¢ (ackoif, CBeTNIO- | CRBETJIO-KENTOTO LBETA C MPaBUPOBKOH
XKEJITOrO 1BeTa C I'paBHPOBKOM | «|» Ha OAHOI CTOpOHE.
«l» Ha ofHOH CTOpOHE.
2 Identification / IToanMHHOCTD
Ketorolac / Kemoponak
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®-cniekTpsl
TIOTJIONIeHHsS UCIBITYEMOTO pacTBopa
pacTtBopa  CTaHAapTHoro  ofpasua
KeToposiaka TPOMETaMHHA  JOJKHBI
HMETh MaKCUMYMBbI TIpU OJHOI U TOH ke
JUTMHE BOJIHBI (£ 2 HM).

Remarks: The Product conforms to ND/
ITpumeuanue: [IpogykT cooTBeTcTBYET Tpebosanusam HJI

Conclusion: APPROVED /
3axmouenue: OJJOGPEHO

Prepared by /
IMoxrororneno: Ranjeet

(L

Checked by /
IpoeepeHo: Santosh Kumar

Maurya C\Zk—

Approved by: Manager/Executive /
OnobpeHo: Menemxep / PykoBoauresib

Kusum Lata ,
N

Reprint Date /
Harta: 2/.1U.2U23

Reprint Date /
Hara: 27.10.2023

Reprint Date /
Hara: 27.10.2023

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
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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 : +91 98166 56001-02

CEPTHO®UNKAT AHAJIU3A

www.drreddys.com

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipouyxt: Ketopon® Dkcnpecc (keToposak) TabneTky, AMCIEPrHpyeMbie B [OJIOCTH pTa, 10 Mr

Batc¢h No / : V2302125 Batch Quantity / : 3600000 tab /
Cepus Ne O6bem cepun 3600000 tab
Analytical Report No / : 890001696442 Date of Analysis / : 27.10.2023
AHAIMTHIECKHH 0TYeT Ne JlaTa ananausza

Date of Manufacture / : 10-2023 Date of Expiry / : 09-2025
Jlara npou3Boacrsa T'oxen no

Analysis performed according ND / Anann3s nposegen o HJI:
JITT-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / nu3menenue Nel ot

27.12.2021, namenenue Ne2 or 11.11.2022)

Page 2 of 8§ / Crp. 2 u3 8

No

Test / Iloka3zaTens
No

Results / Pe3ynbtaTs!

Specification / Hopma

b) By HPLC / BXX

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 yaepxuBaHus
OCHOBHOTO MHKa Ha XpOMaTorpaMme
UCTIEITYEMOTO  PacTBopa  JOJDKHO
COOTBETCTBOBATh BpEMEHHU
VIOEpXKUBAHMS OCHOBHOrO TIHMKAa Ha
XpOMaTtorpamme pacTBopa
CTaHIapTHOIO KeTopoJiakKa
TpoMeTaMHHa (paznen
«KOMMYEeCTBEHHOE OMPENEICHHEN).

obpazua

Remarks: The Product conforms to ND/
IMpumeuanwue: IIpoaykT cooTBeTCTBYeT TpeboBaHuaM HJL

Conclusion; APPROVED /
3axmouenne: OJJOBPEHO

Prepared by /
Toarorosneno: Ranjeet

Checked by /
IMpoBepeno: Santosh Kumar

Maurya m,,

——

Approved by: Manager/Executive /
Ono6peno: Menemxep / PykoBoaurenn

Kusum Lata »
N2

Reprint Date /
Jata: 27.10.2023

Reprint Date /
Hara: 27.10.2023

Reprint Date /
Hara: 27.10.2023

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: L85195AP1984PLC0D4507

www.drreddys.com



. ‘.o 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 Tel : +91 98166 56001-02
CEPTHO®HKAT AHAJIHM3A www.drreddys.com

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Hpoayxr: Keropon™ Dxenpecc (keToponak) TabyieTkH, IHCIEPrHPYEMbIe B MOJIOCTH PTa, 10 Mr
Batch No / : V2302125 Batch Quantity / : 3600000 tab /
Cepun Ne Oo6nem cepuu 3600000 Tab
Analytical Report No / : 890001696442 Date of Analysis / : 27.10.2023
Ananutuyeckuii orueT Ne Jdara aHanusa
Date of Manufacture / : 10-2023 Date of Expiry / : 09-2025
JlaTa npou3BOACTBA T'omen 10
Analysis performed according ND / Ananns nposeaex no H/L:
JII1-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / usmenenune Nel or
27.12.2021, namenenne Ne2 or 11.11.2022)
Page 3 of 8 / C1p.3 n3 8
1}2 Test / IlokasaTeib Results / Pe3ynbTatsl Specification / Hopma
3 Identification Complies / CoOTBETCTBYET The  retention  times of  2-
Butylhydroxyanisole / butylhydroxyanisole and 3-
IoanuHHOCTD butylhydroxyanisole peaks on the
OYTHJIrHAPOKCHAHH301 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 yIepXKHBaHUA
MUKOB  2-OYTUITMAPOKCHAHH30IA |
3-6yTIITHIPOKCHAHH30A Ha
XpoMmaTorpamme UCTILITYEMOTO
pacTBOpa HOJDKHBI COOTBETCTBOBATb
BpEMEHAM  YICPXKUBAHUA  [THKOB
2-6yTHIrHAPOKCHAaHU30J1a u
3-6yTWITHAPOKCHAHH30JIA Ha
XpOMaTorpamme pacTBOpa
CTaHIAPTHOTO o6pasia
GyTHITMIPOKCHAHN301IA (pazmen
«Copnepxanue
Gy THIITHAPOKCHAHU30ITIAY).
4 Average weight / Cpeanss 69.9 mg / 69.9 mMr 67.2 mg to 72.8 mg (70.0 mg + 4.0 %). /
macca OT1 67,2 mr 10 72,8 Mr (70,0 Mr = 4,0 %).
Remarks: The Product conforms to ND/ Conclusion: APPROVED /
TTpumeyanue: [Ipoaykt cooTseTcTBYeT TpeboBanmsam HJL 3axmouenne: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
IToarotorneno: Ranjeet Tposepeno: Santosh Kumar | Omobpeno: Menemkep / PykoBoautesb
2 ‘| Maurya Kusum Lata ;
o @ T
Reprint Date / Reprint Date / Reprint Date /
Hata: 27.10.2023 Hara: 27.10.2023 Harta: 27.10.2023

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
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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 : +91 98166 56001-02

CEPTHO®UKAT AHAJIU3A

www.drreddys.com

Product: Ketoro! Express (ketorolac) Orally Disintegrating Tablets 10 mg
Mpoayxr: Keropon™ Dkenpece (keToponak) TabIeTKH, AWCHEPTHPYEMBIE B TIOJIOCTH PTa, 10 mr

Batch No / : V2302125 Batch Quantity / : 3600000 tab/
Cepus Ne O6Bem cepun 3600000 Tab
Analytical Report No / : 890001696442 Date of Analysis / : 27.10.2023
AHajauTH4eckHii oTueT Ne Jara anaymsa

Date of Manufacture / : 10-2023 Date of Expiry / : 09-2025
JlaTa NpoH3BOACTBA T'onen o

Analysis performed according ND / Anayin3 npoBeJeH 1o H:
JII1-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / nsamenenne Nel ot

27.12.2021, uzmenenne Ne2 or 11.11.2022)

Page4 of 8§/ Crp. 4 u3 8
i.? Test / [lokasaTeib Results / PesynpTatsl Specification / Hopma
Uniformity of weight / Complies / COOTBETCTBYET 18/20 tablets - not more than = 10 %
OaHOPOJHOCTE MACCHI 2/20 tablets - not more than + 20 % /
18/20 Ttabietok — He Gonee =10 %
2/20 Tabnetox — He Gonee = 20 %
5 Disintegration time / 00 min 20 sec / 00 mun 20 cex Not more than 3 min / He 6osiee 3 MuH
PacnagaemocTb
6 Dissolution / PacTBopenne Unit-1/ Tabn-1 99% Not less than 75% (Q) of
. C15H13NO3+C4H; | NO; (ketorolac
Unit-2 / Tabn-2 99% tromethamine) in 15 min / He menee
Unit-3 / Ta6s-3 101% 75% (Q  CisHisNO3*CeHiNO;
) . (keTopolaka ~ TPOMETaMMH)  4epes
Unit-4 / Tabn-4 100% 15 Mun
Unit-5 / Tabn-5 100%
Unit-6 / Tabn-6 100%
7 Fineness of Dispersion/ Complies / CoOTBETCTBYET A uniform suspension passing through a
JucnepcHOCTD 710 pm sieve is formed. / O6pasyercs
OIHOpOJIHAs CYCIICH3Us, NPOXOAALIAs
CKBO3b CHTO C PasMepoM OTBEPCTHUH
710 Mxm.

Remarks: The Product conforms to ND/

ITpumeuanue: [1poayKT COOTBETCTBYET TpeboBanram HJ{

Conclusion: APPROVED /
Baxmwouenne: OJJOBPEHO

Prepared by /
ToaroroeneHo: Ranjeet

(>

Checked by /
IIposepeno: Santosh Kumar

Maurya @/

—

Approved by: Manager/Executive /
Ono6peno: Menemxep / Pykosoauteb

Kusum Lata ;; 2 /

Reprint Date /
Harta: 27.10.2023

Reprint Date /
Jara: 27.10.2023

Reprint Date /
Hara: 27.10.2023

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
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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 : +91 98166 56001-02

CEPTU®UKAT AHAJIM3A

www.drreddys.com

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykr: Keropon® Dkenpece (keTopoiak) TabieTky, AUCIEPrupyeMbIe B NIOJIOCTH pTa, 10 Mr

Batch No / : V2302125 Batch Quantity / : 3600000 tab /
Cepus Ne O06BeM cepHH 3600000 Tab
Analytical Report No / : 890001696442 Date of Analysis / : 27.10.2023
AHanuTHYECKHH 0TYeT No JlaTa anaam3a

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

Analysis performed according ND / Ananns nposeaen no H/I:
JITI-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / n3menenne Nel or
27.12.2021, n3menenue No2 ot 11.11.2022)

Page 5 of 8/ Crp. Suz 8

8 Related impurities / PoacTBeHHbIe npuMecH

1-ruapokcuananor
KeTopo/aka

ketorolac 1-hydroxy analog /

Below LOD (LOD = 0.0010 %) /

0.0010%)

ketorolac 1-keto analog/
1-KeToaHator KETOpOJIaKa

0.03 %

CIHMHHUYHasA

NpUMeECh

Any unidentified impurity /

HEHAECHTHMLIHPOBaHHAs

0.02 %

Hike npenena obuapyxenus (I10 =

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

Not more than 0.8 % / He 6omnee 0,8 %

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

Total impurities /
CyMmMa nmpumeceii

0.1 %

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

9 Water / Bona

2.8%

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

10

Residual solvents by GC/ OcTaToyHble OpraHH4ecKHe pacTBOPUTEH

Isopropyl alcohol /
Hzomnpomnanon

06 pg/tab /
06 MKr B TabJIeTKe

Not more than 350 pg/tab /
He 6osiee 350 MKr B TabneTke

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

INpumeuanue: IIponykT cooTBercTBYeT Tpebosanuam HJI 3axmouenne: OJOBPEHO

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

[Monroro : Ranjeet IMpoeepeno: Santosh Kumar | Onobpeno: Menemxkep / PykoBoauresb
i ( A Maurya @) Kusum Lata o

Reprint Date / Reprint Date / Reprint Date /

Hara: 27.10.2023 Hara: 27.10.2023 Hara: 27.10.2023

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 ‘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
CEPTH®HKAT AHAJIU3A www.drreddys.com

ITpoayxkr: Keropon™ Dxenpece (ke

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Topo/i1aK) TabJIeTky, Aucneprupyembie B MoJI0CTH pTa, 10 mr

Batch No / : V2302125 Batch Quantity / : 3600000 tab /
Cepna Ne 00neM cepaH 3600000 Tab
Analytical Report No / : 890001696442 Date of Analysis / : 27.10.2023
AHAJMTHYCCKHI 0TYeT Ne JlaTa aHaIH3A

Date of Manufacture / : 10-2023 Date of Expiry / : 09-2025
JlaTa NpoH3BOACTBA TI'onen no

Analysis performed according ND / AHa,1H3 IpoBe/ieH 1o H:
JII1-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / usmenenne Nel or
27.12.2021, uamenenne Ne2 or 11.11.2022)

Page 6 of 8/ Crp. 6 u3 8

11 | Microbial enumeration tests / MukpoGuooruyeckas YucToTa™
a) Total Aerobic Microbial Not more than 1000 CFU/g /
Count / Obuiee 4ncno NA He 6onee 1000 KOE/r
a’pOOHBIX MUKPO-
OpraHu3MOB
b) Total Combined Yeast Not more than 100 CFU/g/
and moulds count / O61uee NA He 6onee 100 KOE/r
YUC0 JPONIKEBBIX U
IUIECHEBBIX IpUOOB
¢) Escherichia Coli NA Shell be absent in 1 gram /
OtcyTcTBUE B 1 T
12 Uniformity of dosage units / 33 Acceptance value (AV) not more than
OngHOpoAHOCTD 15.0 / TlpuemouHoe 3HayeHue (AV) He
JO3UPOBAHMUHA 6onee 15,0.
13 | Assay/KoaundecTrBenHoe 9.9mg/9.9 mr From 90mg to 11.0mg of
omnpenejieHue (98.9 %) C15H13NO3CsH11NO3 (ketorolac
tromethamine) (from 90.0 to 110.0 % of
the label claim) per a tablet / Ot 9,0 Mr
o 1 1,0 Mr C[5H13N03'C4H11NO3
(keToponaka TpomeramuH) (ot 90,0 no
110,0 % OT 3asBIEHHOTO KOJIHYECTBA) B
TabyeTke

Remarks: The Product conforms to ND/
ITpumeuanue: [1pogyKT COOTBETCTBYET TpebosauuaM HJI

Conclusion: APPROVED /
3akmouenue: OJJOBPEHO

Prepared by /
Honarorosneno: Ranjeet

Checked by /
ITpoeepeno: Santosh Kumar

Approved by: Manager/Executive /
Ono6peno: Menemxep / PykoBoaurens

Kusum Lata 2; >

Reprint Date /
Hara: 27.10.2023

Maurya @
Reprint Date /

Jarta: 2/.10.2023

Reprint Date /
Tara. 27.10.2023

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, INDIA
Tel : +91 98166 56001-02

CEPTHOHKAT AHAJIH3A

www.drreddys.com

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Hpoaykr: Keropon” Dxenpece (keToponak) TabneTkH, AMCNEPrHPYEMBIE B NIOTIOCTH PTa, 10 mr

Batch No / : V2302125 Batch Quantity / : 3600000 tab/
Cepust Ne O6beM cepun 3600000 Tab
Analytical Report No / : 890001696442 Date of Analysis / : 27.10.2023
AnaauTHdeckKni order No JlaTa anaausa

Date of Manufacture / : 10-2023 Date of Expiry / : 09-2025
JlaTa npoH3BOACTBA Togen no

JIT1-004929-011119 (amend

Analysis performed according ND / Anann3 nposeaeH no H:
Nel from 27.12.2021, amend Ne2 from 11.11.2022 / u3menenue Nel ot

27.12.2021, uzmenenne Ne2 or 11.11.2022)

Page 70of 8/ Crp. 7 n3 8

14 Butylhydroxyanisole
content /

Coaep:xaHne
6y THJIrNIPOKCHAHU3071a

0.0989 mg/tab /
0.0989 mr B TabneTke

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

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
6mucrepe w3 ([A/AJIIID ¢
praronoraotutenem/II9BIT)
donsru // (I1D/AJT) donsru. [lo
2 6nMcTepa ¢ MHCTPYKLMEH MO
IPHMEHEHUIO 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. / Ilo 10
Tabnerok B 6aucTepe u3 (ITA/AJI/TID ¢
pnaromnoriotutenem/I1OBIT) donsru /
(I13/AJT) donbru. ITo 1 wiu 2 6auctepa
¢ MHCTpYKUHeil MO NPUMEHEHHIO B
Ma4Ky KapTOHHYIO.

16 | Labeling / MapkupoBxa

According to ND / B cootsetctsuu ¢ HJ{

17 Storage conditions /
Xpanenue

Below 25 °C. / TIpu Temnepartype He biie 25 °C.

18 Shelf life / Cpok rogHocTH

2 years /2 rozna

* 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 BBINYCKE JICKAPCTBEHHOrO MPENapaTa KOHTPOJIL KAauecTra 1o nmokaszaremo «Mukpobuonoruieckas

YHCTOTa» MPOBOAMTCS AJIsl Kakaoi 20-oii cepuu,

HACTYIUT paHbILE.

UJIU AJIst OAHO#M CEepHH B 10J, B 3aBHCUMOCTH OT TOr0, UTO

Remarks: The Product conforms to ND/
[Mpumeuanue: [TpoAYKT COOTBETCTBYET TpeboBanusm HJL

Conclusion: APPROVED /
Baxmouenue: OJJOBPEHO

Prepared by /
Iloaroroeneno: Ranjeet

@_

Checked by /
I[Tposepeno: Santosh Kumar

Maurya @J
—

Approved by: Manager/Executive /
Onobpeno: Menemxep / Pykopoaurenn
Kusum Lata

Reprint Date /
Jara: 2/.10.2023

Reprint Date /
Jara: 27.10.2023

Reprint Date /
Hara: 27.10.2023

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



) ‘.o 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 Tel ; +91 98166 56001-02
CEPTHOUKAT AHAJIHM3A www.drreddys.com

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
HpoayxTt: Keropon™ Sxenpece (keToponak) TabneTKy, AUCTEPrupyemble B MOJIOCTH pTd, 10 mr

Batch No / : V2302125 Batch Quantity / : 3600000 tab /
Cepus Ne O0BeM cepHl 3600000 Tab
Analytical Report No / : 890001696442 Date of Analysis / : 27.10.2023
AHaTuTHUecKHil oTyeT Ne JlaTa agaau3a

Date of Manufacture / : 10-2023 Date of Expiry / : 09-2025
Jara nmpoHM3BOACTBA I'onen no

Analysis performed according ND / Anajin3 npoBe/ieH 1o HA:
JII1-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022/ usmenenne Nel ot

127.12.2021, n3menenne Ne2 ot 11.11.2022)

Page 8 of 8/ Crp. 8 m3 8

API name / HanmenoBanne A®C: Ketorolac tromethamine / Ketoposaka
TpOMETaMHH
INN / MHH: Ketorolac / KeropoJiak
API manufacturer batch number /
Homep cepuu npoussoautenst AQC: ABQH005387
FP Manufacturer API Batch number /
Homep cepin cyOeTanunu DPOUIBOIANTENS Jd: FEQAQ0494
API Manufactured by & country / Dr. Reddy's Laboratories Ltd., India /
Mpouseopurens APC, crpana: JI-p Penunn'c JlaGoparopuc Jita., Hamms
Remarks: The Product conforms to ND/ Conclusion: APPROVED /
[Iprmeuanne: [IpOIyKT COOTBETCTBYET TPEOOBAHHAM HJ 3axmouenue: QJJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
IMoarotoeneHo: Ranjeet IIpoeepero: Santosh Kumar | OnoGpero: Menemxep / PyKOBOIUTEIB
_ Maurya Kusum Lata )
Reprint Date / Reprint Date / Reprint Date /
Hara: 27.10.2023 Hara: 27.10.2023 Jara: 27.10.2023

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



