Dr.Reddy’s Q':‘

CERTIFICATE OF ANALYSIS

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

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

CEPTUOUKAT AHAJIM3A

www.diteddys.com

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
ponykr: Keropon® Dkenpecc (keToposak) TabneTku, JMCIeprupyeMble B MosiocTy pra, 10 mr

Batch No / : V2401191 Batch Quantity / : 3600000 tab /
Cepus Ne O061em cepHuU 3600000 Tab
Analytical Report No / : 040002575248 Date of Analysis / : 27.06.2024
AHanHTHYeCKHH oTHeT Ne Jara anaausa

Date of Manufacture / : 06/2024 Date of Expiry / : 05/2026
JaTa npou3BoacTBa I'oaen go

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

Page 1of 8/ Crp. 1 u38

No

VY ®-cnexTpodoToMeTpus

Ne Test / IlokasaTenn Results / Pe3ynbraTsl 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. / Kpyrmsle, mnockue | Kpyrisie, mwiockue Tabiaetku ¢ Gackon,
TabneTku ¢ (ackoii, CBETIO- | CBETIO-XKEITOTO LBETa C TPABUPOBKOM
KeJITOro LBeTa C IPaBMPOBKOIl | «I» HA OLHOM CTOpOHE.
«l» Ha OIHOI CTOpOHE.
2 Identification / IloxmMHHOCTE
Ketorolac / Kemoponak
a) ByuUv/ Complies / CooTBETCTBYET UV spectra of the test solution and

ketorolac  tromethamine  standard
solution should have peaks at the same
wavelength (= 2 nm). / Y®-cnextpo
MOTJIOINEHH UCHBITYEMOTO pacTBopa U
pacTBopa  CTaHAapTHOro  obpasia
KeTopojiiaka TPOMETaAMHHA  JOJDKHbI
HUMeTh MaKCUMYMBI IIPH OTHOM 1 TOM e
JUTUHE BOJIHBL (£ 2 HM).

Conclusion: APPROVED /
3aknwuenue: OJJOGPEHO

Remarks: The Product conforms to ND/
ITpumeyanue: IIponykt coorseTcTBYeT TpeboBanusm HJI

Prepared by / Checked by / Approved by: Manager/Executive /
ToarorosneHo: Santosh IIpoBepeno: Pawan Kumar Ono6peno: Menemxep / PykoBoputens
Kumar Maurya Manoj Kumar '

Reprint Date / Reprint Date / Reprint Date /

Jata: 27.06.2024 Hara: 27.06.2024 Jlara: 27.06.2024

Registerad Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 506034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4960 2999, Email; mail@drreddys.com
CIN: L85195AP1984PLCOO4507
www.drreddys.com




Dr.Reddy’s ":'.

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
CERTIFICATE OF ANALYSIS 0 direddus com

CEPTUOUKAT AHAJIU3A

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Iponyxr: Ketopon® Dkenpece (keToponak) TabneTkH, AUCHepripyeMsble B II0JIOCTH pTa, 10 mr

Batch No / : V2401191 Batch Quantity / : 3600000 tab /
Cepus Ne O6nbeM cepun 3600000 Tab
Analytical Report No / : 040002575248 Date of Analysis / : 27.06.2024
AHanuTHYeCKHH oTyeT Ne JlaTa ananu3za

Date of Manufacture / : 06/2024 Date of Expiry / : 05/2026
JaTa npou3BoacTBa I'oxen no

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

Page2of 8§/ Crp. 2 u3 8

No

N Test / [Ioka3aTennb

Results / Pe3ynerats! 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 yzepxuBaHus
OCHOBHOrO MUKAa HAa XpoMaTorpaMme
HCTIBITYEMOr0  pacTBopa  HOJIKHO
COOTBETCTBOBAaTh BPEMEHH
YOepXHUBaHHA OCHOBHOTO TIMKa Ha
XpoMmarorpaMme pacTBopa
CTaHAapTHOTO o0paslia KeTopoJiaka
TpOMETaMHHa (paznmen
«KonuiecTBeHHOE OTpeIENIeHHE).

Remarks: The Product conforms to ND/ Conclusion: APPROVED /
IIpumeuanwue: [IponykT coorBercTByeT TpebopanusaM HJJ 3axmwouenne: OJIOBPEHO

Prepared by /
IToaroroeneHo: Santosh
Kumar Maurya  (J{/

Checked by / Approved by: Manager/Executive /
IIposepeno: Pawan Kumar Onobpeno: Menemxep / Pykosoauresnn

%_/ﬁ_ Manoj Kumar

Reprint Date /
Hara: 27.06.2024

Reprint Date’/ Reprint Date /
JHara: 27.06.2024 Hata: 27.06.2024

Registerad Office: 8-2-337, Road No. 3, Banjara Rills, Hyderabad - 500024, Telangana, India

Tel:

+91 40 4500 2900, Fax: +91 40 4960 2999, Email: mail@drieddys.com
CIN: L85185AP1984PLCO04E07
www.drreddys.com




Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories Lid
Formulaticn Unit-6

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

CEPTUOHUKAT AHAJIN3A

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
IIpoayxr: Keropon™ Dkcnpecce (keToposiak) TabIeTKH, AUCIEPrUpyeMbIe B MOJIOCTH pTa, 10 Mr

Batch No / : V2401191 Batch Quantity / : 3600000 tab /
Cepus Ne Oo6bem cepuu 3600000 Tab
Analytical Report No / : 040002575248 Date of Analysis / : 27.06.2024
AHANHTHYECKHH 0TYeT No JlaTa anann3za

Date of Manufacture / : 06/2024 Date of Expiry / : 05/2026
Jlara npou3BoacTBa T'ogen no

Analysis performed according ND / Anann3z nposenen mo H/I:
JIT1-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11112022

Page3 of 8/ Crp.3 u3 8

;0 Test / Iloxa3aTens Results / Pe3ynbTatsl Specification / Hopma
3 Identification Complies / CooTBeTCTBYET The  retention  times of  2-
Butylhydroxyanisole / butylhydroxyanisole and 3-
IomIMHHOCTD butylhydroxyanisole peaks on the
OYTHJITHAPOKCHAHU30JI 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 yzaepxuBaHHA
OMKOB  2-0yTHITMOPOKCHAHM30MIA U
3-6yTHATHAPOKCHAHN30a Ha
XpoMaTorpaMme HCMBITYEMOTO
pacTBopa HAO/DKHBI COOTBETCTBOBATb
BpeMeHaM YAEPKUBAHUA MIUKOB
2-6yTHIITHAPOKCUAHU30J1a "
3-6yTHITHAPOKCUaHU301a Ha
XpoMaTtorpamMMe pactBopa
CTaHAapTHOTO obpa3sia
OyTHNrUApOKCHaHU3071a (paszzen
«CopepxaHue
OYTHITUIPOKCUAHU30TIa»).
4 Average weight / Cpeanss 70.4 mg / 70.4 Mr 67.2 mg to 72.8 mg (70.0 mg £ 4.0 %)./
Macca Ot 67,2 Mr 1o 72,8 mr (70,0 Mr + 4,0 %).

Remarks: The Product conforms

[Tpumeuanue: ITpoaykt coorsercTByeT Tpeboanusm HJI

to ND/

Conclusion: APPROVED /
3axmouenne: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
IMoarorosneHo: Santosh TTposepeno; Pawan Kumar Onobpeno: Menemxep / Pykosoautesib
Kumar Maurya Manoj Kumar

Punee®e
Reprint Date / Reprint Date / Reprint Date /
JHara: 27.06.2024 Jara: 27.06.2024 Hara: 27.06.2024

Registerad Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500024, Telangana, India
Tel: +91 40 4500 2900, Fax: +51 40 49G0 2999, Email: mail@drreddys.com

CIN: 1L.85195AP1984PLCO04ECT
www.drreddys.com




Dr.Reddy’s €5¢

CERTIFICATE OF ANALYSIS

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

Viil. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P,, 173 205, IND|A
Tel : +91 98166 56001-02
www.direddys.com

CEPTUPUKAT AHAJIN3A

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykr: Keropon® Dkcnpece (ketoponak) TabneTky, AUCneprupyeMble B MOJNIOCTH pTa, 10 Mr

Batch No / : V2401191 Batch Quantity / : 3600000 tab /
Cepun Ne O0beM cepuu 3600000 Tab
Analytical Report No / : 040002575248 Date of Analysis / : 27.06.2024
AnanuTH4yeckui oTyeT Ne JlaTa anaan3a

Date of Manufacture / : 06/2024 Date of Expiry / : 05/2026
JaTa npoH3BoACTBAa T'onen mo

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

Page 4 of 8/ Crp. 413 8

[ Jllo Test / Iloka3zaTennb Results / Pe3aynsrats Specification / Hopma
Uniformity of weight / Complies / CooTBeTCTBYET 18/20 tablets - not more than + 10 %
OaHopoaHOCTHL Macchl 2/20 tablets - not more than + 20 % /

18/20 Ttabiaerox — He Gonee + 10 %
2/20 Tabnetok — He Gonee = 20 %
5 Disintegration time / 00 min 16 sec / 00 muH 16 cek Not more than 3 min / He 6onee 3 mun
PacnapaemMocThb
6 Dissolution / PacrBopenue Unit-1/ Tabn-1 100% Not less than 75% (Q) of
. Ci1sH13NO1C4H [ 1NO3 (ketorolac
OimiE28 ach=2 i tromethamine) in 15 min / He meHee
Unit-3 / Ta61-3 101% 75 % Q) C1sH13NO3°C4H 1NO;
. ) (keToponaka  TpOMETaMUH)  4epe3
Unit-4 / Tabn-4 101% 15 Mun
Unit-5 / Tabn-5 95%
Unit-6 / Tabn-6 95%
7 Fineness of Dispersion/ Complies / CooTBeTCTBYET A uniform suspension passing through a
JAucnepcHocTh 710 pm sieve is formed. / O6pasyercs
OIHOpOJHAs CYCHEH3Hs, NpOXOAAlias
CKBO3b CHTO C pPa3MEpOM OTBepCTHi
710 MxMm.

Remarks: The Product conforms

to ND/

ITpumeyanue: Ilponykr cooTBeTcTBYeT TpeboBanuam HJI

Conclusion: APPROVED /
3axmouenne: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[loaroroeneHo: Santos ITposepeno: Pawan Kumar Opobpeno: Menemxkep / PykoBoauyeib
Kumar Maurya X3 Manoj Kumar a’ Z !Eé
Reprint Date / Reprint Date/ ’ Reprint Datg/

Jara: 27.06.2024 Hara: 27.06.2024 Hara: 27.06.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 506024, Telangana, India
Tel: +91 40 4500 2300, Fax: +91 40 43G0 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLCO04507

www.drreddys.com




Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories Lid
Formulation Unit-6

Viil. Khol, Nalagarh Road, Baddj,
Distt. Solan, H.P., 173 205, INDIA
Tel : 491 98166 56C01-02
www.direddys.com

CEPTUDHKAT AHAJIU3A

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
IIpoayxr: Keropon® Dkcnpecc (ketoponak) TabeTky, AMCeprupyeMbie B MosocTH pra, 10 mr

Batch No / 1 V2401191 Batch Quantity / : 3600000 tab /
Cepus Ne O0nem cepuH 3600000 Tab
Analytical Report No / : 040002575248 Date of Analysis / : 27.06.2024
AHanuTHueckuii oTyer No JlaTa anaau3za

Date of Manufacture / : 06/2024 Date of Expiry / : 05/2026
JlaTta npou3BoaCTBA T'ogen o

Analysis performed according ND / Ananuz nposeaen no H/I:
JIT1-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11112022

PageSof 8/ Crp. Su3 8

8 Related impurities / PoncTBenHble npumecu

ketorolac 1-hydroxy analog /
1-ruipokcHaHasor
KeToponaxa

ketorolac 1-keto analog/
1-xeToaHanor keToponaka

Any unidentified impurity /
€OUHUYHAs
HEHJeHTUGHUIMPOBAHHAA
IpHUMECH

Not detected / He o6HapyxeHa

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

0.09%

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

0.01%

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

Total impurities /
CyMMa npumecei

0.1%

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

9 Water / Boxa

2.6%

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

10 | Residual solvents by GC/ OcTaTo4Hble OpraHu4ecKue pacTBOPUTEIH

Isopropyl alcohol /
WzonponaHon

3 pgltab /
3 MKr B TabaeTke

Not more than 350 pg/tab /
He 6o0nee 350 MKr B TabeTke

Remarks: The Product conforms to ND/
[Ipumeuanue: Ilponykr coorBeTcTBYeT TpeboBaHusam HJL

Conclusion: A'TROVED /
3akawuenne: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[oarotosneno: Santosh., IIposepeHo: Pawan Kumar OnobpeHo: Menemxkep / PykoBoaurenb
Kumar Maurya F&_]_ Manoj Kumar

Reprint Date / Reprint Date / Reprint Date /

Hara: 27.06.2024 Hara: 27.06.2024 Jara: 27.06.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 506024, Telangana, India
Tel: +91 40 4500 2900, Fax: +91 40 4960 2999, Email: mail@drreddys.com

CIN: L85195AP1S84PLCO04507
www.drreddys.com




Dr.Reddy’s Q':‘

CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories Lid.
Formulaticn Unit-6

Viil. Khol, Nalagarh Road, Baddlj,
Distt. Solan, H.P., 173 205, INDIJA
Tel: +91 98166 56001-02
www.drreddys.com

CEPTHOUKAT AHAJIM3A

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Hponykt: Ketopon® Dkcnpece (keToposak) TableTKy, AMCIEPrupyeMble B nonocti pra, 10 mr

Batch No / : V2401191 Batch Quantity / : 3600000 tab /
Cepus Ne O6bem cepuu 3600000 Tab
Analytical Report No / : 040002575248 Date of Analysis / : 27.06.2024
AHaJIMTHYECKHH oTyeT Ne JlaTa aHaamn3a

Date of Manufacture / : 06/2024 Date of Expiry / : 05/2026
Jara mpoH3BoOJCTBa Tompen no

Analysis performed according ND / Ananu3 npoBeaen no H/I:
JII1-004929-011119 (amend Nel from 27.12.2021, amend No2 from 11112022

Page 6 of § / Crp. 6 n3 8

11 | Microbial enumeration tests / MukpoGuosoruyeckas 4ucrora*

a) Total Aerobic Microbial NA Not more than 1000 CFU/g /
Count / Ob1iee uucio He Gonee 1000 KOE/r
a3pOOHBIX MUKPO-
OpraHu3MOB
b) Total Combined Yeast NA Not more than 100 CFU/g /
and moulds count / O61ee He 6onee 100 KOE/r
YHCJIO APONOKEBBIX U
TIECHEBBIX IPHOOB
¢) Escherichia Coli NA Shell be absent in 1 gram /
OtcytctBHE B 1 T
12 | Uniformity of dosage units / 3.6 Acceptance value (AV) not more than
OaHOpoAHOCTH 15.0 / TIpuemMouHoe 3HaueHue (AV) He
N03UpOBaHHUS 6onee 15,0.
13 Assay / KonudecTBeHHO€ 9.7mg /9.7 Mr From 90mg to 11.0mg of
omnpeaejieHue (96.7 %) Ci1sH13NO3*C4H1NO3 (ketorolac
tromethamine) (from 90.0 to 110.0 % of
the label claim) per a tablet / Ot 9,0 mMr
a0 11,0 MrI C15H13N03'C4H11NO3
(ketoponaka tpomeraMuH) (ot 90,0 10
110,0 % oT 3asBJICHHOTO KONUYECTRA) B
TabneTke
14 | Butylhydroxyanisole 0.0943 mg/tab / Not less than 0.042 mg/tab /
content / CoxgepxaHue 0.0943 wmr B TabineTke He menee 0,042 mr B TabneTke
OYTHJIrHAPOKCUAHH30JIA

Remarks: The Product conforms to ND/
Ipumeuanue: IIpoaykT cooTBeTcTBYET TpeboBaHusaM HJJ

Conclusion: APPROVED /
Zaknwuenne: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
IMoarotosneHo: Santosh [poeepeno: Pawan Kumar Ono6peno: Menemxkep / PykosoayTesns
Kumar Maurya éﬂf Manoj Kumar Y

4L i
Reprint Date / Reprint Dat€ / Reprint Date /
Hara: 27.06.2024 Hara: 27.06.2024 Hara: 27.06.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500024, Telangana, India
Tel: +91 40 4500 2900, Fax: +91 40 43G0 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLCO04S07
wiw drreddys.cutn



Dr.Reddy’s "6.‘

CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories lid
Formulation Unit-6

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

CEPTU®UKAT AHAJIM3A

www.direddys.com

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
IIpoayxt: Keropon® Dxcnpece (keToposiak) TabieTKH, AUCIEPrupyeMble B MI0JIOCTH pTa, 10 Mr

: 3600000 tab /

Batch No / : V2401191 Batch Quantity /

Cepus Ne O0BeM cepnn 3600000 Tab
Analytical Report No / : 040002575248 Date of Analysis / : 27.06.2024
AHAINTHYECKHH oTUEeT Ne JlaTa aHAJIH3a

Date of Manufacture / : 06/2024 Date of Expiry / : 05/2026
Jdara mpoH3BOACTBA I'ogen o

Analysis performed according ND / Ananu3 nposeaen nmo HJI:
JIII-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11112022

Page 7of 8/ Crp. 7n3 8

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. / Tlo 10 Tabrerok B
onucrepe uz (ITA/AJI/IID ¢
pnaronornorurenem/[19BIT)

doneru // (II2/AJT) doneru. Ilo
2 6mMcTepa ¢ MHCTPYKLHEH 110

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. / Tlo 10
Tabnetox B 6iuctepe uz (ITA/AJI/TID ¢
snaronornoturenem/TI9BIT) donbru //
(T13/AJ1) donsru. ITo 1 unu 2 6iucrepa
C HMHCTPYKIMEH IO INpPUMEHEHHIO B
Ma4yKy KapTOHHYIO.

TIPUMEHEHHIO B
KapTOHHYIO.

nayKy

16 | Labeling / MapkupoBka

According to ND / B cootBetcTBuu ¢ HJI

17 Storage conditions /
XpaHeHue

Below 25 °C. / Ilpu Temnepatype He Bblne 25 °C.

18 Shelf life / Cpok roanocTn 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.

g le{ BbLINIYCKE JICKAPCTBEHHOr0 nIpernaparta KOHTPOJIE KauecTBa M0 IoKa3aTejar «MHKpOﬁMOJ’lOl"H‘leCKaﬁ
YUCTOTA» NPOBOAUTCHA AJIs1 Kaxaoit 20-oif CepuH, Wi AJid ofHoOM CepuH B rol, B 3aBUCHMOCTH OT TOI'Q, 4TO

HACTYNUT paHbllIe.

Remarks: The Product conforms to ND/
ITpumeuanue: IIpoaykr cooreercTByeT TpeboBanusM HJL

Conclusion: APPROVED /
3akmouenne: OJOBPEHO

Prepared by / Checked by /

Ioznroroeneno: Santo ITpoeepeno: Pawan Kumar
Kumar Maurya {i’,_ A

Approved by: Manager/Executive /

Opnobpeno: Menemxep / Pykosguures
Manoj Kumar '

Reprint Date//
Hata: 27.06.2024

Reprint Date /
Jara: 27.06.2024

Reprint Date /
Hara: 27.06.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500024, Telangana, India
Tel: +91 40 4500 2300, Fax: +91 40 4960 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLCO04507

www.drreddys.com



Dr. Reddy's Laboratories Itd
q... Formulation Unit-6
L/ ® Viil. Khol, Nalagarh Road, Badidi
Dr. Reddy S Ne Distt. Solan, H.P,, 173 205, INDJA
Tel : 491 98166 56C001-G2

CERTIFICATE OF ANALYSIS www.drreddys.com
CEPTHOHUKAT AHAT3A

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
IponykT: Ketopon®™ Dxcnpece (keToposak) TabNeTKy, AUCIIEPTUPYEMBIE B MONOCTH pTa, 10 Mr

Batch No / : V2401191 Batch Quantity / : 3600000 tab /
Cepun Ne Oo0bem cepuu 3600000 tab
Analytical Report No / : 040002575248 Date of Analysis / 1 27.06.2024
AHaanTHyecKni oTyer Ne JlaTa aHAJIH3Aa

Date of Manufacture / : 06/2024 Date of Expiry / : 05/2026
Jara npoHsBoAcTBA T'omen go

Analysis performed according ND / Ananuz nposenen mo HJI:
JIII-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11112022

Page 8 of 8 /Crp. 8 u3 8

API name / HaumeHoBanue A®C: Ketorolac tromethamine / Keroponaka
TpPOMETaMHH

INN / MHH: Ketorolac / Keroponak

API manufacturer batch number / ABRH002812, ABRH002813

Homep cepun npoussoaurens A®C:
FP Manufacturer API Batch number /
Homep cepun cyberanunn npoussogurensn [JIO:

FERA00194, FERA00195

API Manufactured by & country / Dr. Reddy's Laboratories Ltd., India /
[Tpouseoautens ADC, crpauna: H-p Pennu'c JlaGopatopuc JIta., Mapms
Remarks: The Product conforms to ND/ Conclusion: APPROVED /
Ilpumeuanue: IIponykT cooTsercTByeT TpeboBanusam HJI 3axmouenne: O/IOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[ToarotoeneHo: Santosh Ilposepeno: Pawan Kumar Ono6peHo: MeHemxkep / PykoBganTess
Kumar Maurya @ Manoj Kumar i
Reprint Date / Reprint Date / Reprint Date /
Jara: 27.06.2024 Hara: 27.06.2024 Hara: 27.06.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderahad - 506034, Telangana, India
Tel: +91 40 4500 2500, Fax: +91 40 4900 2999, Email: mail@drteddys.com
CIN: L85195AP1984PLCO04507
wvnw drreddys com



