Dr. Reddy's Laboratories Ltd.
‘... Formulation Unit-6
! b Vill. Kho!, Nalagarh Road, Baddi,
Dr‘ Reddy S s Distt. Solan, H.P., 173 205, INDIA
Tel : +91 98166 56001-02
CERTIFICATE OF ANALYSIS www.drreddys.com
CEPTUHOPUKAT AHAJIM3A

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykr: Ketopon® Dkenpece (keToposiak) TableTKH, AUCIEPrUpyeMbIe B MOJNOCTH pTa, 10 Mr

Batch No / : V2400503 Batch Quantity / : 3600000 tab/
Cepus Ne O6bem cepun 3600000 tab
Analytical Report No / : 040002484267 Date of Analysis / : 12.04.2024
AHAJTHTHYECKHHA oTyeT No JlaTa ananu3a

Date of Manufacture / : 03/2024 Date of Expiry / : 02/2026
JdaTa npousBoacTra Tonen go

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

Page1 of 8 /Crp. 1 u3 8

;0 Test / [TokazaTens Results / Pe3ynbrathl 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. / Kpymeie, mockue | Kpyrnasle, miockue Tabnetku ¢ Gackoii,
Tabnetku ¢ dackoif, CBETNO- | CBETNO-XKEJTOTO LBETa C I'PaBUPOBKOI1
EJITOr0 LBeTa C IPaBUPOBKOM | «» Ha OJHOM CTOpOHE.
«» Ha OHOW CTOpPOHE.
2 Identification / [ToxnuHHOCTE
Ketorolac / Kemoponar
a) ByUv/ Complies / CooTBeTCTBYET UV spectra of the test solution and
Y®-cnexrpodoromeTpus ketorolac  tromethamine  standard
solution should have peaks at the same
wavelength (= 2 nm). / Y®-cnekTpsl
[OTJIOIIEHHST UCTIBITYEMOTO PAacTBOpa U
pacTBOopa  CTaHZapTHOro  ofpasla
KeTOpOJiaka TpPOMETaMHHA  AOJDKHEI
HUMETh MaKCUMYMBI TIPH OHOM 1 TOM e
JUTHHE BOJIHBI (+ 2 HM).
Remarks: The Product conforms to ND/ Conclusion: APPROVED /
IMpumedanue: [IponykT cootBeTcTRyeT TpeboBanusam HJT 3axawuenune: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
IToarorosneno: Ambresl [Mpoeepeno: Santosh Kumar Onobpeno: Menemxkep / PykpsoauTenb
Kumar W Maurya ﬁ Pavan Kumar Sharma CT;,,
ik K—/::_"___._—
Reprint Date / Reprint Date / Reprint Date /
Jlarta: 11.04.2024 Hara: 11.04.2024 Jara: 11.04.2024

Registered Office: 8-2-337, Road No, 2, Banjara Hills, Hyderabad - 500034, Telangana, Indiz
Tei: +91 10 4900 2900, Fox: +41 40 4900 2999, £rmail: maii@drraddys.com
CIN: L35195AP1984PLCO04507
wwvedrreddys.com



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

@e
Dr. Reddy’s ".. Vill. Khot, Nalagarh Road, Baddi,

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

CERTIFICATE OF ANALYSIS fel: +31 98166 56001-02
CEPTHO®UKAT AHAJIM3A www.drreddys.com

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
IIpoayxr: Keropon® Dkcnpecc (keToponak) TabneTkH, AUCIEprupyeMbie B MonocTH pra, 10 mr

Batch No / : V2400503 Batch Quantity / : 3600000 tab /
Cepus Ne O0BeM cepun 3600000 Tab
Analytical Report No / : 040002484267 Date of Analysis / : 12.04.2024
AHaJHTHYecKHH oTueT Ne Jara aHanu3a

Date of Manufacture / : 03/2024 Date of Expiry / : 02/2026
Mara mpousBoacTBa T'onen mo

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

Page2 of 8 /C1p. 2 u3 8

No

N Test / [IokasaTean Results / Pe3ynpTaThl Specification / Hopma

b) By HPLC/B2XX 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 ynepXUBaHHA
OCHOBHOI'O MMHKa Ha XpoMaTorpaMme
UCIILITYEMOro  pacTBopa  JOJDKHO
COOTBETCTEOBATL BpEMEHU
yACP)KUBAaHUA OCHOBHOTO [MHKa Ha
XpoMaTorpamme pacTBopa
CTaHmapTHOrO obpasia KeTopoJiaka
TpoMeTaMHHa (paznmen
«KONMUeCTBEHHOE ONPENENEHUEN).

Remarks: The Product conforms to ND/ Conclusion: APPROVED /
Ipumeuanue: [Iponykt cooTBercTByeT TpeboBanuam HJI 3akaouenune: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /

IMonrororneno: Ambrgsh IIposepeno: Santosh Kumar | Ono6peno: Menemkep / Pyxosoaurens
Kumar @‘? Maurya Q@ Pavan Kumar Sharma (f) W~
—

— -

e
L
’(.r-"

Reprint Date / Reprint Date / Reprint Date /
Jara: 11.04.2024 Hara: 11.04.2024 Hara: 11.04.2024

Registzred Office: §-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, Indis
Tel: +91 40 4900 2800, Fex: +91 40 4900 2999, Email: maii@drraddys.com
CIN: L85195AP1984PLCD04507
www.drreddys.com




Dr. Reddy's Laboratories Ltd.
D ‘... Forrnulation Unit-6
’ @ Vill. Khol, Nalagarh Road, Baddi
r. ReddY S s Distt. Solan, H.P, 173 205, INDIA
Tel : +91 98166 56001-02

CERTIFICATE OF ANALYSIS s drreddys.com
CEPTU®UKAT AHAJIW3A

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
IIpoaykt: Ketopon® Dkcnipecc (keToponak) TabneTKH, AHCTIEPIHPYEMBIE B IT0JI0CTH pTa, 10 Mr

Batch No / 1 V2400503 Batch Quantity / : 3600000 tab /
Cepnsa Ne O6bem cepun 3600000 Tab
Analytical Report No / : 040002484267 Date of Analysis / : 12.04.2024
AnamTHuecknii oT4er Ne JlaTa ananusa

Date of Manufacture / : 03/2024 Date of Expiry / : 02/2026
JaTa npoH3BoACTBA T'ogen no

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

Page3 of 8§/ Crp. 3 m3 8

No
Ne
3 Identification Complies / CoOoTBETCTBYET The  retention  times of  2-
Butylhydroxyanisole / butylhydroxyanisole and 3-
HoaaunHOCTH butylhydroxyanisole peaks on the
6y THJArUAPOKCHAHHU301 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 yHepXHBaHHA
OMKOB  2-OYTWITMAPOKCHAaHU30JIA U
3-GyTHArHIPOKCHAHHU30Ia Ha
Xpomarorpamme HCIBITYEMOTO
pacTBopa JODKHBI COOTBETCTBOBATh
BpeMeHaM yIOEePXKUBAHUA MIUKOB
2-6y TWITHAPOKCHAHU301a "
3-6yTUITHAPOKCHAHU30I1a Ha
XpoMmarorpaMmme pacTBopa
CTaHJApPTHOTO obpazua
OYTHITUAPOKCHAHU30Ma (pazmen
«Copnepxanue
OYTUITHAPOKCHAHU30AY).

Test / [TokazaTennb Results / Pe3ynbTaTsl Specification / Hopma

4 Average weight / Cpeanss 68.5mg/ 68.5mMr 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 to ND/ Conclusion: APPROVED /
Ipumeuanue: ITpoaykT cooTBeTcTBYeT TpeboBanuam H/JI 3axnwuenune: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /

[NoaroroeneHo: Ambresh ITposepeno: Santosh Kumar | Omo6peHo: Menemxep / Pykoroaurens
Kumar @&/' Maurya _’CE' Pavan Kumar Sharma %

Reprint Date / Reprint Date / Reprint Date /
Jara: 11.04.2024 Jara: 11.04.2024 JHara: 11.04.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, Indiz
Tei: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: maii@drraddys.com
CIN: L85135AP1984PLCO04507
www.drreddys.com




Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS

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

Vill. Khol, Nalagarh Road, Badd;,
Distt. Solan, H.P., 173 205, INDIA
Tel : +91 98166 56001-02
www.drreddys.com

CEPTUOHUKAT AHAJIN3A

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykr: Keropon® Dkcnpecc (keroponak) TabNeTKH, JHCIEPrUpYEMbI€E B I10J1I0CTH pTa, 10 mMr

Batch No / : V2400503 Batch Quantity / : 3600000 tab /
Cepus Ne Obbem cepHH 3600000 tab
Analytical Report No / : 040002484267 Date of Analysis / : 12.04.2024
AHaIuTHYeCKHil oT4eT Ne JlaTa anannsa

Date of Manufacture / : 03/2024 Date of Expiry / : 02/2026
JdaTa npou3BoacTBa TI'ogen mo

Analysis performed according ND / Ananu3 nposenen mo HJL:
JIII-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11112022

Page 4 of 8/ Crp. 4 u3 8

;I.oo Test / IToxazaTeb Results / Pe3ynbraTsl Specification / Hopma
Uniformity of weight / Complies / CooTBeTCTBYET 18/20 tablets - not more than + 10 %
OAHOpPOAHOCTHL MaCChI 2/20 tablets - not more than = 20 % /

18/20 Tabnerox — He Gonee 10 %
2/20 tabnetok — He 6onee £ 20 %

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

6 Dissolution / PacTBopenue Unit-1 / Tabn-1 99% Not less than 75% (Q) of

. C15H13NO3*C4H ;1 NO3 (ketorolac
Unit-2 / Tabn-2 99% tromethamine) in 15 min / He menee
Unit-3 / Ta6n-3 100% 75% Q)  CisHisNO3*CsH11NO;3

. (xeToponaka  TpOMETaMUH)  4Yepes3
Unit-4 / Ta6n-4 95% 15 MuH
Unit-5 / Tabn-5 95%

Unit-6 / Tabn-6 100%
7 Fineness of Dispersion/ Complies / CooTBETCTBYET A uniform suspension passing through a
AucnepcHocTh 710 pum sieve is formed. / Obpasyetcs
OOHOPOJHAS CYCHEH3Ms, MPOXOIsIIas
CKBO3b CHTO C pPa3MepoM OTBEPCTHH
710 MxM.
8 Related impurities / PoacTBeHHbIe IpuMecH
Remarks: The Product conforms to ND/ Conclusion: APPROVED /
[Tpumeyanue: [IpogykT cooTBeTcTBYeT Tpebopanrsam HJT 3akmouenne: OJJOEPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
IMoarorosneno: Ambres IMposepeno: Santosh Kumar | Ono6peno: Menemxkep / P osoauTENE
Kumar N~ | Maurya i Pavan Kumar Sharma _(E,“ = =
== e WP
- /"_/
Reprint Date / KReprint Date / Reprint Date /
Jara: 11.04.2024 Hara: 11.04.2024 Hara: 11.04.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, Indiz
Tel: +91 40 4900 2900, Fax: +91 40 4500 2999, Email: maii@drreddys.com
CIN: L85195AP1984PLC0O04507

www.drreddys.com




Dr.Reddy’s €3¢

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

Vill. Khoi, Nalagarh Road, Baddi,
Distt. Solan, H.P,, 173 205, INDIA

CERTIFICATE OF ANALYSIS Tel : +91 98166 56001-02

CEPTUPHUKAT AHAJIM3A

www.drreddys.com

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykr: Ketopon™ Dkcnpecc (keToponak) TabneTkH, AUCIepriupyeMble B IONOCTH pTa, 10 mr

Batch No/ 1 V2400503 Batch Quantity / : 3600000 tab /
Cepns Ne O0Bem cepHn 3600000 Tab
Analytical Report No / : 040002484267 Date of Analysis / 1 12.04.2024
AHaIuTHYecKHIi oTyeT Ne Jara anananza

Date of Manufacture / : 03/2024 Date of Expiry / : 02/2026
JlaTa mpou3BoacTBa Toaen g0

Analysis performed according ND / Ananns npoeegen mo H/:

JII1-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11112022

Page5of8/Crp.5u3 8

ketorolac 1-keto analog/
1-xeToaHanOr KETOpONaKa 0.09 %

Any unidentified impurity /

ketorolac 1-hydroxy analog / Below LOQ (LOQ = 0.0032 %) / Not more than 0.5 % / He 6onee 0,5 %
1-runpoxcuananor Hrmxe npesena KOJIM4ECTBEHHOTO
KETOpOJIaKa omnpenenenus (IIKO = 0.0032 %)

Not more than 0.8 % / He 6o1ee 0,8 %

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

eNUHHYHASA
HeuIeHTUUIUPOBaHHAS 0.02 %
IpHMECh
Total impurities / 0.1% Not more than 1.0 % / He 6onee 1,0 %
CymMa npumeceif

9 Water / Bona 2.0% Not more than 7.0% w/w /

He 6onee 7,0 %

10 Residual solvents by GC/ OcTaTouHble opraHi4eckHe pacTBOPHTE/IH

Isopropyl alcohol / 11 pg/tab/
Hzonponanon 11 Mxkr B TabGneTke

Not more than 350 pg/tab /
He 6onee 350 Mkr B TabieTke

Remarks: The Product conforms to ND/ Conclusion: APPROVED /
ITpumeuanue: IIpogykT cootBeTcTByeT TpeboBaHuam HJI 3akmouenne: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
IToarotrosneno: Amb [Tposepeno: Santosh Kumar | Ono6peHo: Menemxep / ){{JBO,ILHTQHB
Kumar (Y\—" | Maurya (P Pavan Kumar Sharma ,E]/S(,;’//
Reprint Date / Reprint Date / Reprint Date /

Jlara: 11.04.2024 Hara: 11.04.2024 Jlata: 11.04.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tet: +81 40 4900 2900, Fax: +-41 10 4900 2999, Email: maii@drraddys.com
CIt: L85185AP198PLCO04507

www.drreddys.com




Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS

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

Vill. Khoi, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
Tel : +91 98166 56001-02
www.drreddys.com

CEPTUPUKAT AHAJIM3A

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
ITpoaykr: Kertopon® Dkcnpecc (keToponak) TabneTku, AUCneprupyeMble B MojocTH pra, 10 Mr

Batch No / : V2400503 Batch Quantity / : 3600000 tab /
Cepus Ne O6nem cepun 3600000 tab
Analytical Report No / : 040002484267 Date of Analysis / : 12.04.2024
AHaJHTHYECKHH oTueT No JlaTa ananuza

Date of Manufacture / : 03/2024 Date of Expiry / : 02/2026
Jata npoussoacrea TI'ogen no

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

Page 6 of 8/ Crp. 6 u3 8

11 | Microbial enumeration tests / Muxpo6uosiornueckast yuerora*
a) Total Aerobic Microbial NA Not more than 1000 CFU/g /
Count / Obuee yucno He 6onee 1000 KOE/r
a3pOoOHBIX MUKpPO-
OpraHNu3MOB
b) Total Combined Yeast NA Not more than 100 CFU/g /
and moulds count / Ob1ee He 6onee 100 KOE/r
YHCITO JPOXOKEBBIX U
TUIECHEBBIX [PHOOB
¢) Escherichia Coli NA Shell be absent in 1 gram /
OtcytctBUEB 1 T
12 Uniformity of dosage units / 35 Acceptance value (AV) not more than
OpHOpoOAHOCTDH 15.0 / Ilpuemounoe 3HaueHue (AV) He
AO03MPOBAHHS 6onee 15,0.
13 Assay / KosinuecTBeHHOE 9.8 mg/9.8 Mr From 90mg to 11.0mg of
onpeaeeHue (98.1 %) Ci5sH;3NO3C4H 1 NO;3 (ketorolac
tromethamine) (from 90.0 to 110.0 % of
the label claim) per a tablet / Ot 9,0 Mr
pi(¢] 1 1,0 MTI C15H13NO3°C4H11NO3
(xetoponaka tpometamMuH) (ot 90,0 nmo
110,0 % oT 3asBJIEHHOTO KOJHUECTBA) B
TabyeTke
14 | Butylhydroxyanisole 0.0937 mg/tab / Not less than 0.042 mg/tab /
content / CoaepxaHue 0.0937 mr B TabneTke He menee 0,042 mr B Tabnetke
Oy THATHAPOKCHAHH30.1A

Remarks: The Product conforms to ND/
ITpumeyanue: [IpoaykT cooteTcTBYeT Tpeboanusam HJJ

Conclusion: APPROVED /
3axmouenne: OJJOGPEHO

Prepared by /
INoarororneHo: Ambris_h

Checked by /
IIpoeepeno: Santosh Kumar

Maurya i

—

Approved by: Manager/Executive /
Ono6peno: MeHemkep / PykosogiTens
Pavan Kumar Sharma

:'M,r" il

o

Kuma —
Reprint Date /

Jara: 11.04.2024

Reprint Date /
JHara: 11.04.2024

—

Reprint Date /
Jara: 11.04.2024

Registered Office: §-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, Indiz
Tet: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: maii@drraddys.com
CIN: L85195AP1984PLC0O04507

wwrdrreddys.com



Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS

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

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

CEPTUOUKAT AHAJIU3A

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoayxrt: Ketopon®™ Skenpecc (ketoponak) TabaeTkH, AUCTIEPrUpyeMbIe B NOJI0CTH pra, 10 Mr

Batch No / : V2400503 Batch Quantity / :+ 3600000 tab /
Cepus Ne Obnem cepun 3600000 Tab
Analytical Report No / : 040002484267 Date of Analysis / : 12.04.2024
AvanuTuyeckui ordeT No JlaTa ananusa

Date of Manufacture / : 03/2024 Date of Expiry / : 02/2026
Jara mpon3Boacraa I'omen no

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

Page 7 of 8/ Crp. 7 n3 8

15 | Package/ Ynaxoska 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 | Tabnetok B Gyuctepe u3z (ITA/AJI/TIO ¢
pack. / [lo 10 Ta6nerox B | Brnaronmornorutenem/[13BII) donbru //
omuctepe w3  (IIA/AJUIID ¢ | (TID/AJT) doneru. Io 1 wm 2 Gnuctepa
Bnaronornorurenem/I19BIT) C HHCTpYKUHMEH 0O MNOPHMEHEHHMIO B
donbru // (I1I3/AJT) donsru. Ilo | Mavky KapTOHHYIO.

2 6nucTepa ¢ HHCTpyKUMeEi no
TIPUMEHEHUIO B nayKy
KapTOHHYIO.
16 | Labeling / MapkupoBka According to ND / B cootserctuu ¢ H]I
17 | Storage conditions / Below 25 °C. / ITpu Temnepatype He Bbiie 25 °C.
Xpanenue
18 Shelf life / Cpok roanoctu 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.
* TIpu BBINYCKE JIEKAPCTBEHHOTO MPENapaTa KOHTPOJIb KAUecTBa N0 NoKa3aTeao «MHKpoOuoiornyeckas
YHCTOTA» MPOBOAUTCH ISl Kaxkaoi 20-oii cepun, uam ANst OAHOIl cepHH B rofl, B 3aBUCHMOCTH OT TOFO, YTO

HACTYIIUT paHblIe.

API name / Haumenopanue A®C:

Ketorolac tromethamine / KeToponaka

TPOMETAMUH

Remarks: The Product conforms to ND/
INpumeuanue: ITpoaykt cooTBeTcTBYET TpeboBanuam HJJ

Conclusion: APPROVED /
3akaouenune: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
Ioaroroeneno: Ambresh IMporepeno: Santosh Kumar | Onobpeno: Menemxep / PykoBoauTesis
Kumar @"‘} Maurya 1% Pavan Kumar Sharma _{&.~——

2 - /”/I/
Reprint Date / Reprint Date / Reprint Date / }
Jara: 11.04.2024 Jara: 11.04.2024 Jara: 11.04.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tei: +61 40 4900 2900, Fax: +91 40 4300 2999, Email: maii@drraddys.com
CIN: L85185AP1984°PLC0O04507

www.drreddys.com




Dr.Reddy’s 1':.

CERTIFICATE OF ANALYSIS

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

Vill. Khol, Natagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
Tel 1 +91 98166 56001-02

CEPTUOUKAT AHAJIM3A

www.drreddys.com

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykr: Ketopon®™ Dkcnpecc (keTopornak) TabIeTKH, IMCTIEPrupyeMbie B I0JI0CTH pTa, 10 Mr

Batch No / : V2400503 Batch Quantity / : 3600000 tab /
Cepua Ne Obnem cepuu 3600000 Tab
Analytical Report No / : 040002484267 Date of Analysis / : 12.04.2024
AHaJuTHYeCKHH oTyeT No JlaTra aHaam3a

Date of Manufacture / : 03/2024 Date of Expiry / : 02/2026
JdaTa nponssoacrea T'onen no

Analysis performed according ND / Anann3 nposenen mo HJI;
JITI-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11112022

Page 8 of 8/ C1p. 8 m3 8

Homep cepun cyocranuuy npoussoaurens [JID:

INN/ MHH: Ketorolac / Ketoponak
API manufacturer batch number /

Howmep cepuu npoussoautens ADC: ABQH006729

FP Manufacturer API Batch number / FERA00031

API Manufactured by & country /
IIpousBoantens APC, cTpana:

Dr. Reddy's Laboratories Ltd., India /
J-p Pepnw'c JlaGoparopuc Jlta., Muaus

Remarks: The Product conforms to ND/
ITpumeuanue: IIpoayKT cOOTBETCTBYET tpeboBanusm HJI

Conclusion: APPROVED /
3axmouenue: OJJOBPEHO

Prepared by / Checked by /

Tloarorosneno: Ambresh
Kumar (? N s
LA=

[Tpoepeno: Santosh Kumar
Maurya é
=

Approved by: Manager/Executive /
Onobpeno: Menemxep / Py§oaonrwenh
Pavan Kumar Sharma ;

=3

_.’,/J-—

Reprint Date /
Hara: 11.04.2024

Reprint Date /
Jara: 11.04.2024

Reprint Date /
Jara: 11.04.2024

Registered Oifica: 8-2-337, Road No. 3, Sanjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2500, Fax: +91 40 4900 2999, Erail: mali @drreddys.com
CIN: L85195AP1984PLC0O04507
v drreddvi.com




