Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS

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

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

CEPTHOUKAT AHAJIM3A

www.drreddys.com

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Hpolykr: Ketopon® Dxcnpecc (keToposiak) TabNeTkH, AMcneprupyembie B nonoctd pra, 10 mr

BatchNo / : V2400670 Batch Quantity / : 3600000 tab /
CepHu Ne O0neM cepun 3600000 Tab
Analytical Report No / : 040002507670 Date of Analysis / : 30.04.2024
AnaJluTH4yeckuii oruer Ne Jata aHauza

Date of Manufacture / : 04/2024 Date of Expiry / : 03/2026
JaTa npoH3BOACTBA Topen o

Analysis performed according ND / Ananus nposeaen mo H/I:
JIII-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11112022

Page 1 0of8/Crp.1u3 8

tablets with "|" debossed on one
side. / Kpyraele, miockue
TabneTku ¢ ¢ackoif, CBeTJIO-
JKENTOro IBeTa C IPaBHPOBKOM

; ° Test / [TokazaTesn Results / Pe3ynbTathl Specification / Hopma
1 Description / Onucanne Light yellow round flat beveled | Light yellow round flat beveled tablets

with "|" debossed on one side. /
Kpyrisie, miockue TabneTku ¢ dackoit,
CBETJIO-XKEJITOTO LIBETa C I'PaBHPOBKOM
«» Ha 0ZIHOM cTOpOHE.

«|» Ha OAHOM CTOpOHE.

2 Identification / ITominHHOCTD

Ketorolac / Kemoponax

a) Byuv/
Y ®-cnekTpodoToMeTpHs

UV spectra of the test solution and
ketorolac  tromethamine  standard
solution should have peaks at the same
wavelength (£ 2 nm). / Y®-cuexTpsl
MOIJIOIEHUS UCTILITYEMOrO pacTBopa U
pacTBopa  CTaHmapTHOro  obpasua
KETopojiaka TpPOMETaMHHA  JOJIACHBI
HUMETh MAaKCUMYMBI TIPH OJHOM U TOM ke
JITHHE BOJIHBI (+ 2 HM).

Complies / COOTBETCTBYET

Conclusion: APPROVED /
3akmouenne: O/IOBPEHO
Approved by: Manager/Executive /
Onobpeno: Menemxep / PykoBoauresib

Amit Kumar (E “ N\~
/

Reprint Date /
Jara: 30.04.2024

Remarks: The Product conforms to ND/

TIMpumeuanne: [lponykr coorBeTcTBYeT TpeboBanusam HJT
Prepared by / Checked by /
ITonrororneno: Rama Kant [Tpoepeno: Santosh Kumar

‘%“*\ %I Maurya _@;

T

Reprint Date /
Jara: 30.04.2024

Reprint Date /
Jlata: 30.04.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLCO04507
www.drreddys.com




Dr.Reddy’s Qf-

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

Viil. Khol, Nalagarh Road, Baddji,
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
Ipoaykr: Ketopon® Dkcnpecc (keToposiak) TabieTku, JUCeprupyeMele B MOJOCTH pTa, 10 Mr

Batch No / : V2400670 Batch Quantity / : 3600000 tab /
Cepha Ne O6bem cepun 3600000 Tab
Analytical Report No / : 040002507670 Date of Analysis / : 30.04.2024
AnaJnTHYecKHii oTyer No Jara apanu3a

Date of Manufacture / : 04/2024 Date of Expiry / : 03/2026
Jara npou3BoACTBa Tonen o

Analysis performed according ND / Ananu3s nposegen no HJI:
JII-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11112022

Page2 of 8/ Crp. 2 u3 8

No
Ne

Test / Iloka3aTenanb

Results / Pe3ynbTatsl

Specification / Hopma

b) By HPLC/BDXX

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 yaepXHuBaHHA

OCHOBHOr'0O HHKa Ha XpoMarorpamMme

UCIILITYEMOTO  pacTBOpa  AOJIXKHO
COOTBETCTBOBAThH BpEMEHHU
YAEp)KUBaHHS OCHOBHOIO [HKa Ha
Xpomarorpamme pacTBopa
CTaHJapTHOro ofpasa KeTopoJiaka
TpOMETaMHUHa (paznen

«KonmuuecTBeHHOE ONpENETICHHUEY).

Remarks: The Product conforms to ND/
ITpumeuanue: IIpoaykT cooTBeTcTBYeT TpeboBanusam HJL

Conclusion: APPROVED /
3axsmouenne: OJJOBPEHO

Prepared by /
IToarororneno: Rama K.

Tt

Checked by /
[Tposepeno: Santosh Kumar
Maurya

T——

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

Amit Kumar {\(1\_/
-— _'-—-"‘-’.’.f

Reprint Date /
Jara: 30.04.2024

Reprint Date /
Hata: 30.04.2024

Reprint Date /
Hara: 30.04.2024

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

CIN: L85195AP1984PLC0O04SC7
www.drreddys.com




Dr.Reddy’s “:’

CERTIFICATE OF ANALYSIS

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

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

CEPTHOUKAT AHAJIN3A

www.drreddys.com

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
ITpoAykT: Keropon® Dkcnpece (ketoponak) tabneTku, AUCISpPrUpyeMsblie B OJIOCTH pTa, 10 Mr

BatchNo / : V2400670 Batch Quantity / : 3600000 tab /
Cep#a Ne O6peM cepuu 3600000 Tab
Analytical Report No / : 040002507670 Date of Analysis / : 30.04.2024
AHaJTHYECKHH oTYeT Ne Jara anannsza

Date of Manufacture / : 04/2024 Date of Expiry / : 03/2026
Jdara npoussopcrsa Toaen no

Analysis performed according ND / Anann3s nposenen no H/I:
JITI-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11112022

Page3 of 8 /Crp.3u3 8

Jl:io Test / Iloka3aTesb Results / Pe3ynbTaTh Specification / Hopma
3 Identification Complies / CooTBercTBYyeT The  retention  times of  2-
Butylhydroxyanisole / butylhydroxyanisole and 3-
HoaauuHoCThL butylhydroxyanisole peaks on the
OYTUArMAPOKCHAHH301 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). / BpemeHna ynepxuBaHus
MUKOB  2-OyTWITHAPOKCHMAHM30NIA U
3-0yTUIrHIAPOKCHAHHU301a Ha
xXpoMmarorpamme HCTIBITYEMOT'O
pacTBopa JAOMKHBI COOTBETCTBOBATh
BpeMeHaM YIASPXKUBAHUSA MHKOB
2-6yTHITMAPOKCHAHU301a U
3-6yTWIrMAPOKCHAHM30T1a Ha
XpoMaTorpaMme pacTBOpa
CTaHIApTHOTO obpazua
OYTHITHAPOKCHAHH30JIa (paznen
«CopnepxaHue
OYTHNTUAPOKCHAHU3O0MIAN).
4 Average weight / Cpennss 68.6 mg / 68.6 Mr 67.2 mg to 72.8 mg (70.0 mg + 4.0 %). /
macca Ot 67,2 Mr 10 72,8 Mr (70,0 Mr+ 4,0 %).

Remarks: The Product conforms

[Ipumeyanue: IlpogykT coorBeTcTBYET Tpeboanusim HJL

to ND/

Conclusion: APPROVED /
3axmouenne: OJJOGPEHO

Prepared by /
IToarorosneno: Rama Kant

Checked by /
ITposepeno: Santosh Kumar
Maurya j

Approved by: Manager/Executive /

Opnobpeno: Menemxep / PykooauTenb

Amit Kumar (\ ‘\\,_/

ko

Reprint Date /
Hara: 30.04.2024

Reprint Date /
Hara: 30.04.2024

Reprint Date /”
Hara: 30.04.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4300 2900, Fax: +91 40 49G0 2999, Email: mail@drreddys.com
CIN: L851S5AP1984PLCO04507

www.drreddys.com




Dr.Reddy’s €¢¢

CERTIFICATE OF ANALYSIS

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

Viil. Khol, Nalagarh Road, Baddi,
Distt. Sotan, H.P.,, 173 205, INDIA
Tel : +91 98166 56001-02

CEPTHOHUKAT AHAJIM3A

www.drreddys.com

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoeaykr: Keropon® Dkcrnpecc (keToposak) TaGieTKH, AMCIeprupyeMble B II0OIOCTH pra, 10 Mr

Batch No / : V2400670 Batch Quantity / : 3600000 tab /
Cepia Ne Oobbem cepuu 3600000 tab
Analytical Report No / : 040002507670 Date of Analysis / : 30.04.2024
AHaJluTHYECKHH oTueT No JlaTa ananu3za

Date of Manufacture / : 04/2024 Date of Expiry / : 03/2026
JlaTa npon3BoAcTBA T onen o

Analysis performed according ND / Auanus nposeaen no H/I:
JIII-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11112022

Page4of 8/ Crp. 4 u3 8

‘1}10 Test / Iloka3zaTesnnb Results / Pe3ynpraThl Specification / Hopma
Uniformity of weight / Complies / CooTBeTCTBYET 18/20 tablets - not more than + 10 %
OnHOPOAHOCTH MacChl 2/20 tablets - not more than + 20 % /

18/20 Tabnetok — He Gonee + 10 %
2/20 Tabnetok — He Gonee + 20 %

5 Disintegration time / 00 min 18 sec / 00 mun 18 cek Not more than 3 min / He 6onee 3 mun
Pacnagaemocthb

6 Dissolution / PacTBopenue Unit-1/ Ta6a-1 102% Not less than 75% (Q) of

. C1sHi3NO3*C4H(1NO; (ketorolac
Unit-2 / Ta6n-2 101% tromethamine) in 15 min / He meHee
Unit-3 / Ta6n-3 105% | 75%  (Q)  CisHisNO3+C4H;1NOs

) (keToponaka  TpPOMETaMHH)  4Yepe3
Unit-4 / Ta6bn-4 103% 15 MUH
Unit-5 / Ta6n-5 103%

Unit-6 / Ta6n-6 102%

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

JucnepcHocTh 710 pm sieve is formed. / O6pazyeTtcs
ONHOpOJHAS CYCIIEH3Hs, IPOXOMALIast
CKBO3b CHTO C pa3sMEpPOM OTBEpCTHii
710 MKM.

8 Related impurities / PoncTBeHHbIe npumMecu

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

Ilpumeyanue: [IpoaykT cooTBeTcTBYET TpeboanuaM HJJ 3axkmouenune: OJOBPEHO

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

IMoxarotoeneno: Rama Kant IIposepeno: Santosh Kumar | Onobpeno: Menemxep / PykoBoaurenb

Maurya Y} Amit Kumar N
Qg [Meoe Gt A
Reprint Date / Reprint Date / Reprint Date / ‘
Hara: 30.04.2024 Hata: 30.04.2024 Hata: 30.04.2024

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

CIN: L85195AP1584PLCO04507
www.drreddys.com




Dr.Reddy’s ":‘

Dr. Reddy's Laboratories [td.
Formulation Unit-6

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

CERTIFICATE OF ANALYSIS Tel : +91 98166 56001-02
CEPTHOHKAT AHAM3A  Wwwdrreddys.com

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipolykt: Keropon® Dkcnpece (keToposnak) TabneTky, IUCTIEPrupyemMple B MONOCTH pTa, 10 mr

BatchNo / : V2400670 Batch Quantity / : 3600000 tab /
Cepna Ne O6Bem cepun 3600000 Tab
Analytical Report No / : 040002507670 Date of Analysis / : 30.04.2024
AnaJuTHuyecKuii oTyer Ne JaTta anaan3a

Date of Manufacture / : 04/2024 Date of Expiry / : 03/2026
J1aTA NpoH3BOACTBA TogeH oo

Analysis performed according ND / Anann3s nposenen mo H/I:
JII1-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11112022

Page Sof 8 /Crp. Su3 8

1-rugpokcuaHaior
KeTopoJiaka

ketorolac 1-hydroxy analog /

ketorolac 1-keto analog/

Below LOQ (LOQ = 0.0032 %) /
Hmxe npenena KOMHYECTBEHHOTO
onpezaenenns ([IKO = 0.0032 %)

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

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

1-KeToaHaior KeToponaaka 0.11 %
Any unidentified impurity / Not more than 0.5 % / He 6onee 0,5 %
eAVHUYHAs
HEeUIeHTH(ULIUPOBaHHAS 0.03 %
MpHMeCh
Total impurities / 0.2 % Not more than 1.0 % / He 6onee 1,0 %
Cymma npumeceit
9 Water / Bona 2.5% Not more than 7.0% w/w /

He 6onee 7,0 %

10 | Residual solvents by GC/ OcTaToyHble OpraHUYecKMe pacTBOpUTeNn

Isopropyl alcohol /
H3onponaHon

07 pg/tab /
07 Mkr B TabneTke

Not more than 350 pg/tab /
He 6onee 350 MKr B TabjeTke

Remarks: The Product conforms to ND/
[Tpumeyanue: IlpoaykT cooTBeTcTBYET Tpebopanusm HJT

Conclusion: APPROVED /
3axmwouenue: OJIOBPEHO

Prepared by /
IToxrorosneno: Rama Kant

Checked by /
IIporepeno: Santosh Kumar
Maurya

Approved by: Manager/Executive /
OnobpeHo: Menemkep / PykoBoguresns

Amit Kumar “—
} : /

Quipt
Reprint Date /

Jara: 30.04.2024

Reprint Date /
Hara: 30.04.2024

Reprint Date / '
Hara: 30.04.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLC0O04507

www.drreddys.com




Dr. Reddy's Laboratories Ltd.

S . .
’ ® Formulation Unit-6
Dr. Reddy s ‘... Viil. 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
Ipoaykr: Ketopon® Dkcnpece (keToponak) TabieTku, AUCTIeprupyeMble B ONOCTH pra, 10 Mr

Batch No / : V2400670 Batch Quantity / : 3600000 tab /
Cepts Ne O0bem cepun 3600000 tab
Analytical Report No / : 040002507670 Date of Analysis / : 30.04.2024
AHaJuTHyecKHii oTgeT Ne JaTa aHaiu3a

Date of Manufacture / : 04/2024 Date of Expiry / : 03/2026
Jdara npoussoacrsa Toaen go

Analysis performed according ND / Ananu3 nposeaen no HJI:
JII1-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11112022

Page 6 of 8 / C1p. 6 n3 8

11 | Microbial enumeration tests / Mukpo6uonoruueckas Y4Mcrora*

a) Total Aerobic Microbial NA Not more than 1000 CFU/g /
Count / O61ee 4ncno He 6onee 1000 KOE/r
a’poOHBIX MHKPO-

OpTraHW3MOB

b) Total Combined Yeast NA Not more than 100 CFU/g /
and moulds count / O61ee He 6onee 100 KOE/r

YHCIIO JPOAOKEBBIX U
IUIECHEBBIX 'PUOOB

¢) Escherichia Coli NA Sheli be absent in 1 gram /
OrcyrctBHE B 1 T
12 | Uniformity of dosage units / 6.4 Acceptance value (AV) not more than
OaHOpoAHOCTH 15.0 / IIpuemouHoe 3HaueHue (AV) He
JO3UPOBAHUS 6oiee 15,0.
13 Assay / KoninuecTBeHHOE 9.9 mg/9.9 mr From 90mg to 11.0mg of
onpeneaeHue (99.4 %) C1sH;sNO3*C4H; INO; (ketorolac

tromethamine) (from 90.0 to 110.0 % of
the label claim) per a tablet / Ot 9,0 mMr
o 1 1,0 MI C15H13NO3‘C4H1 1NO3
(xetoponaka TpoMeTamuH) (ot 90,0 mo
110,0 % OT 3asABIEHHOIr0 KONIMYECTRA) B

Tabnerke
14 | Butylhydroxyanisole 0.0915 mg/tab / Not less than 0.042 mg/tab /
content / CoxepxaHue 0.0915 mr B Tabnetke He menee 0,042 mr B TabneTke
GYTHITHAPOKCHAHN30J12
Remarks: The Product conforms to ND/ Conclusion: APPROVED /
[Tpumeuanne: [IpomykT cooTeeTcTByeT Tpebosanuam HJT 3axmouenue: OJIOGPEHO
Prepared by / Checked by / Approved by: Manager/Executive /

[Tonrorosaeno: Rama Kant ITposepeno: Sanjpsh Kumar | Onobpeno: Menemkep / PykosoauTess
(f;@l

ﬁuﬁ”\‘%’g Maurya Amit Kumar P«'\::_ﬂ/ )

Reprint Date / Reprint Date / Reprint Date / -
Hata: 30.04.2024 Hata: 30.04.2024 JHara: 30.04.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500024, Telangana, India
Tel: +91 40 4500 2900, Fax: +91 40 4960 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLCO04507
www.drreddys.com



Dr.Reddy’s €3¢

Dr. Reddy's Laboratories 1td.
Formulation Unit-6

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

CERTIFICATE OF ANALYSIS Tel : +51 98166 56001-02

CEPTU®HUKAT AHAJIM3A www.drreddys.com

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykr: Ketopon® Dkcnpecc (keToponak) TabneTkH, IHCIEeprupyeMble B MOJI0CTH pTa, 10 Mr

Batch No / : V2400670 Batch Quantity / : 3600000 tab/
Cepha Ne O6bem cepuu 3600000 Tab
Analytical Report No / : 040002507670 Date of Analysis / : 30.04.2024
AHaJuTH4yecknii oTyer No Jara anannza

Date of Manufacture / : 04/2024 Date of Expiry / : 03/2026
JaTa Npou3BOACTBA Topen ao

Analysis performed according ND / Anann3s nposeaen no H/I:
JITI-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11112022

Page 7 of 8/ Cyp. 7Tu3 8

15 Package / YnakoBka

(PA/AL/PE

information leaflct in a

TMPUMCHECHUIO B
KapTOHHYIO.

10 tablets in a blister of | 10 tabletsin a 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. / ITo 10

pack. / Tlo 10 Tabnerox B | Bnaromornotutenem/IIIBII) ¢onbru //
6muctepe w3 ([TA/AJU/IID ¢ | (II3/AJI) doneru. ITo 1 wnu 2 GnucTepa
prarornoriotutenem/[19BII) C MHCTPYKLUHEH 0O IPHMEHEHHMIO B
donwru // (I13/AJ1) donbru. [To | mayky KapTOHHYIO.

2 OnMcTepa ¢ MHCTPYKLMe# Mo

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

carton | Tabicrok B Gmuctepe w3 (ITA/AJVIID ¢

HayKy

16 | Labeling / MapkupoBka

According to ND / B coorBetcTBuu ¢ HJ{

17 Storage conditions /
XpaHeHue

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

18 | Shelf life / Cpok ronnocTn

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. '
* [IpH BLINYCKeE JIEKAPCTBEHHOrO Mpenapara KOHTPOJIb KayecTBa 1o nokKasaTeaio « Mukpobuoaoruyeckas
4YUCTOTA» MPOBOJUTCH AJis Kaxaoi 20-0¥ cepuu, WU A5 OQHOI cepuM B rofi, B 3aBUCUMOCTH OT TOI0, YTO

HaACTYIIUT paHblIe.

Remarks: The Product conforms

to ND/

IMTpumeyanue: Ilpoaykr coorBeTcTBYeT Tpebopanuam HJI

Conclusion: APPROVED /
3akmouenue: OQIOGPEHO

Prepared by /
IMToaroroeneno: Rama Kant

Checked by /
ITpoBepeno: Santosh Kumar

Maurya %

Approved by: Manager/Executive /
OnobpeHo: Menemkep / PykoBoauresnb

Amit Kumar -
N ‘/

Reprint Date /

Hata: 30.04.2024

Reprint Date /
Hara: 30.04.2024

Reprint Date / '
Jara: 30.04.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLCO04507
www.drreddys.com




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

@e
Dr. Reddy’s ".. viil. Khol, Nalagarh Road, Baddi,

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

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

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Hpoaykr: Keropon® Dxenpecc (keToposnak) TabaeTKH, JUCTIEPrHpYeMbIe B MOJIOCTH pTa, 10 Mr

Batch No / : V2400670 Batch Quantity / : 3600000 tab /
Cepha Ne O0bem cepun 3600000 Tab
Analytical Report No / : 040002507670 Date of Analysis / + 30.04.2024
AHaJuTHYecKHii 0TyeT Ne JaTta anaaunza

Date of Manufacture / : 04/2024 Date of Expiry / : 03/2026
JaT4 npou3BoACTBa Toagen po

Analysis performed according ND / Ananus nposenen no H/I:
JII1-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11112022

Page 8 of 8/ Crp. 8 m3 8

APlIname / HanmeHoBanne AQC: Ketorolac tromethamine / Ketoponaka
TPOMETaMHH
INN/ MHH: Ketorolac / Ketoponak
API manufacturer batch number / ABRHO001226
Homep cepun npoussoautenst AQC:
FP Manufacturer API Batch number / FERA00141
Homep cepum cyGcTannuu npoussoauteds IJID:
API Manufactured by & country / Dr. Reddy's Laboratories Ltd., India /
_ IpousBoautear ADC, crpana: JI-p Pennmu'c JTabopartopuc JItn., Uaous
Remarks: The Product conforms to ND/ Conclusion: APPROVED /
[Ipumeuanue: INpoaykr coorsercrayer Tpeboeanuam HJJ 3akaroyenne: ONIOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
Iloarorosneno: Rama Kant [Mpoeepeno: Santosh Kumar | Omobpeno: Menemxep / PykoBoauress
Mw Maurya m Amit Kumar A
. . / ‘.‘A." /
Reprint Date / ' Reprint Date / Reprint Date/
Jara: 30.04.2024 Jara: 30.04.2024 Jlata: 30.04.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 49C0 2500, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L851S5AP13984PLCO045C7
www.drreddys.com




