Dr.Reddy’s ‘,’:’.

CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories Ltd.

Formulation Unit-6

Vill. Khol, Nalagarh Road, Badd,
Distt. Solan, H.P.,, 173 205, IND|A
Tel : 491 98166 56001-02

CEPTUOPHKAT AHAJIN3A

www.drreddys.com

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykt: Keropon™ Dkenpecc (ketoposiak) TableTkH, MCTIeprupyemble B TIONIOCTH pTa, 10 mr

Batch No / : V2401411 Batch Quantity / : 3600000 tab /
Cepma Ne O6bem cepun 3600000 Tab
Analytical Report No / : 040002603927 Date of Analysis / : 26.07.2024
AHaJuTHYecKHi oTUeT No JlaTa ananusza

Date of Manufacture / : 07/2024 Date of Expiry / : 06/2026
Jlata npou3BoACTBA I'omen mo

Analysis performed according ND / Ananns nposeaen no H/I:
JI1-004929-011119 (amend Nel from 27.12.2021, amend No2 from 11112022

Page1of 8/ Crp.1 u3 8

V®-cnekrpodoromeTpus

Jllo Test / IlokasaTenn Results / PesynbtaTe! Specification / Hopma
1 Description / Onucauue Light yellow round flat beveled | Light yellow round flat beveled tablets
tablets with "|" debossed on one | with "|" debossed on one side. /
side. / Kpyrasle, nnockue | Kpyrible, rmiockue TadneTku ¢ $packoi,
TabneTku ¢ Gackoif, CBETIO- | CBETJIO-KEJNTOTO UBETA C IPaBUPOBKOMH
XKeJITOro 1BeTa ¢ TPpaBUPOBKOH | «l» Ha OIHOM CTOPOHE.
«l» Ha OJTHOM CTOpOHE.
2 Identification / [ToanuHHOCTH
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®-cnekTpsl
HOIJIOIIEHUS UCTIBITYEMOTO pacTBOpa M
pacTBopa  CTaHAapTHOro  obpasua
KeTopoJiaka TpPOMETaMHHA  [OJIKHBI
HMETb MaKCHMYyMBI [IPYU OJHOHM U TOM e
JUTUHE BOJIHBL (£ 2 HM).

Remarks: The Product conforms to ND/
IMpumeuvanue: [Iponykt cooTBeTcTBYET TpeboBanuam HJL

Conclusion: APPROVED /
Zaxarwyenne: OJOBPEHO

Jara: 26.07.2024

Hara: 26.07.2024

Prepared by / Checked by / Approved by: Manager/Executive /
IMoaroToneno: Jitendra Mate | Ilposepeno: Santosh Kumar | OmobpeHo: Menemkep / Pykopoaurenn
! / Maurya l.a ‘ Manoj Kumar D
/(0'\ €7 Q/V }-’351 ;f‘[
Reprint Date/ & o | Reprint Date / Reprint Date /

Hara: 26.07.2024

Registered Cffice: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telanganaz, india
Tel: +91 40 49G0 2900, Fax: +91 40 4900 2995, Email: maii@drreddys.com

CIN: L85195AP1984PLC004507
wwwr.drreddys.com




Dr.Reddy’s ":’

CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories [td.

Formulation Unit-6

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

CEPTUO®HUKAT AHAJIU3A

www.drreddys.com

[Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykr: Keropon™ Dxcnpecc (keToponak) TabaeTkH, AMCePrupyeMbIe B 10J0CTH pra, 10 mr

Batch No / : V2401411 Batch Quantity / : 3600000 tab /
Cepus Ne O6nem cepau 3600000 Tab
Analytical Report No / : 040002603927 Date of Analysis / 1 26.07.2024
AHaJuTHYeCKHil oTyer No Jara apaanza

Date of Manufacture / : 07/2024 Date of Expiry / : 06/2026
JaTa nponssoacrsa T'onen mo

Analysis performed according ND / Ananus nposenes mo HJI:
JIII1-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11112022

Page2 of 8/ Crp. 2 n3 8

No

Test / [TokaszaTenasb
No

Results / Pe3ynbsTaTsl

Specification / Hopma

b) By HPLC / BDXKX

Complies / CooTercTByET

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). / BpeMa yaepxuBaHUA
OCHOBHOrO MHMKa Ha XpoMaTorpaMme
HCIBITYEMOTO  pacTBopa  AOJDKHO
COOTBETCTBOBATH BpEMEHH
YOEPXKHBAHUA OCHOBHOIO IHKa Ha
Xpomarorpamme pacTBOpa
cTaggaptHoro ofpasua KeTopoJiaka
TPOMETAMHHA (paznen

«KOoJM4eCTBeHHOE OTIPENEIECHHE).

Remarks: The Product conforms to ND/

[MTpumeuanue: [popykr coorsercrsyer 1pebosannsm HJT

Conclusion: APPROVED /
3axumouenune: OJOBPEHO

Prepared by /
IToarotosneno: Jitendra I\i[ate

;ﬁl‘;}r?ﬁfﬁ/ o

Checked by /
Iporepeno: Santosh Kumar

-

Approved by: Manager/Executive /
Onobpeno: Menemxep / Pykosoanteib
Manoj Kumar ; ’

-'hm ,(

Reprint Date / <]
Jlara: 26.07.2024

Reprint Date /
Jlata: 26.07.2024

Reprint Date /
Jlata: 26.07.2024

Registered Gffice: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4960 2900, Fax: +91 40 4900 2995, Email: maii@drreddys.com
CIN: L85195AP1984PLC0O04507

wwywv.drreddys.com



Dr.Reddy’s ‘;'.

CERTIFICATE OF ANALYSIS

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

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

CEPTU®UKAT AHAJIM3A

www.drreddys.com

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Mpoaykr: Keropon™ Okcnpecc (keToposak) TabJIeTKH, AMCIEPripyeMble B MOJIOCTH pTa, 10 mr

Batch No/ : V2401411 Batch Quantity / : 3600000 tab /
Cepnust Ne Oo0nem cepun 3600000 Tab
Analytical Report No / : 040002603927 Date of Analysis / : 26.07.2024
AHauTHYecKMii oT9eT Ne JlaTa ananu3za

Date of Manufacture / : 07/2024 Date of Expiry / : 06/2026
Jara nponsBoacTea T'open no

Analysis performed according ND / Ananu3 nposeaen mo HJI:

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

Page3of 8/ Cip. 3 uz 8

JI:_OO Test / IToka3aTeib Results / PeaynbTatel Specification / Hopma
3 Identification Complies / CooTBeTCTBYET The  retention  times of  2-
Butylhydroxyanisole / butylhydroxyanisole and 3-
IloanuHHOCTD butylhydroxyanisole peaks on the
OYTHIATMAPOKCHAHH30 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). / Bpemena yaepXuBaHus
MUKOB  2-OyTWITHAPOKCUAHW30NIA U
3-6yTIWIrHAPOKCHAaHU301a Ha
XpoMaTorpamme HCIILITYEMOTO
pacTBopa JOJDKHBI COOTBETCTBOBATh
BpeMeHam yIEep)KUBAHHA MUKOB
2-6yTUNTUAPOKCHAHK301a U
3-6y TMArHAPOKCHAHM30JIa Ha
XpoMmartorpamme pacTBopa
CTaHIapTHOTO obpasua
OYTHITHAPOKCHAHK30J1a (paznen
«Copaepxanue
OYTUITUAPOKCHAHM30JIAY).
4 Average weight / Cpenusis 68.8 mg / 68.8 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

I Ipumeyanue: [IpogykT cooTBeTcTBYET TpeboBanuaM HJL

to ND/

Conclusion: APPROVED /
Zaxkmrouenune: OJIOGPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[oarotosneno: Jitendra ’\/[ate ITpoeepeno: Santosh Kumar | Onobpeno: Menemxep / Pykosoaurensb

%{‘. F?{Cﬁ’ _ | Maurya C ;...:f Manoj Kumar \Jn: .
Reprint Date / ] Reprint Date / Reprint Date /

Jlara: 26.07.2024

Jara: 26.07.2024

Jara: 26.07.2024

Registered Cffice: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 49G0 2900, Fax: +91 40 4900 2995, Ernail: maii@drreddys.com

CIN: L85195AP1984PLC004507
wwywv.drreddys.com




Dr.Reddy’s Qf‘:‘o

CERTIFICATE OF ANALYSIS

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

Vill. Khol, Nalagarh Road, Baddi,
Distt. Sofan, H.P., 173 205, IND|A
Tel : 491 98166 56001-02

CEPTUDPUKAT AHAJIM3A

www.drreddys.com

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykr: Ketopon®™ Dxenpecc (ketopoiak) TabneTku, AUCIEPrUpyeMble B MOJIOCTH pra, 10 Mr

Batch No / 1 V2401411 Batch Quantity / : 3600000 tab /
Cepusa Ne O6nem cepun 3600000 Tab
Analytical Report No / : 040002603927 Date of Analysis / : 26.07.2024
AHaNMTHYECKHH oTYeT No JlaTa aHaau3sa

Date of Manufacture / : 07/2024 Date of Expiry / : 06/2026
JlaTa npou3BoACTBA I'ogen oo

Analysis performed according ND / Ananu3s npoeenen mo HJI:
JII1-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11112022

Page4 of 8/ Crp. 4 uz 8

31:)0 Test / IlokazaTesb Results / PeaynsraTsl Specification / Hopma
Uniformity of weight / Complies / CooTBETCTBYET 18/20 tablets - not more than £ 10 %
OaHOpOAHOCTL Macehl 2/20 tablets - not more than £ 20 % /

18/20 Ttabnerok — He Gonee + 10 %
2/20 Tabnerok — He 6onee + 20 %

5 Disintegration time / 00 min 19 sec / 00 mun 19 cex Not more than 3 min / He 6oee 3 MuH
PacnapaemocThb

6 Dissolution / PacTBopeHue Unit-1 / Ta6n-1 99% Not less than 75% (Q) of

. CisH;3NO3*C4H1NO3 (ketorolac
Unit-2 / Tabn-2 Lk tromethamine) in 15 min / He menee
Unit-3 / Ta6n-3 96% 75%  (Q)  CisHisNO3*C4Hi1NO;3

. 5 (keTopomaka  TpPOMETaMHUH)  4epe3
Unit-4 / Tabn-4 96% 15 MuH
Unit-5 / Tabn-5 99%

Unit-6 / Tabn-6 99%

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

JucnepcHocThb 710 pm sieve is formed. / Obpasyercs
ONHOpOJHAs CYCHEeH3Hs, MPOXOIsLLasl
CKBO3b CHUTO C pa3MEpoOM OTBEPCTHH
710 MKM.

Conclusion: APPROVED /
3akmouenue: OJIOGPEHO
Approved by: Manager/Executive /
Onobpeno: Menemxep / Pykosozjrreb
Manoj Kumar f

Remarks: The Product conforms to ND/

[Mpumedanue: IIpoaykT cooTBeTcTBYeT TpebosanuaM H/I
Prepared by / Checked by /
Iloarorosneno: Jitendra Mate | Ilposepeno: Santosh Kumar

&Z\E/ fé )i Maurya Qg\f

'« 1| Reprint Date /
Jara: 26.07.2024

ot

Reprint Date /
Jlara: 26.07.2024

Reprint Date /
Hara: 26.07.2024

Registered Cffice: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2996, Email: maii@drreddys.com
CIN: L85195AP1984PLC004507
www.drreddys.com



Dr.Reddy’s Q,‘:‘

CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories Ltd.

Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P,, 173 205, INDIA
Te!l : +91 98166 56001-02

CEPTHO®UKAT AHAJIU3A

www.drreddys.com

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykr: Ketopon™ Dkenpece (keToponak) TabieTkH, AMCHeprupyeMbie B Mooctd pra, 10 mr

Batch No / : V2401411 Batch Quantity / : 3600000 tab /
Cepmus Ne O61bem cepuu 3600000 Tab
Analytical Report No / : 040002603927 Date of Analysis / : 26.07.2024
AHaJUTHYECKHH oTUeT Ne JlaTa ananausa

Date of Manufacture / : 07/2024 Date of Expiry / : 06/2026
JaTa npoH3BOACTBA T'onen no

Analysis performed according ND / Ananu3 nposenen no H/I:
JIII-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11112022

PageSof 8/ C1p. Suz 8

8 Related impurities / PoaxcTBeHHble npumecH

ketorolac 1-hydroxy analog /
1-rugpokcuaHanor
KCTOpOJIaKa

ketorolac 1-keto analog/
1-keToaHanor KeTopoiaxa

Any unidentified impurity /
eIUHUYHAs
HeuneHTUOHUUPOBAHHAS
IpUMEChH

Below LOQ (LOQ = 0.0032 %) /
Husxe npezena KoMH4ecTBEHHOTO
onpenenenus (ITKO = 0.0032 %)

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

0.04%

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

0.02%

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

Total impurities /
CymMa npumeceii

0.1%

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

9 Water / Boaga

3.1 %

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

10 | Residual solvents by GC/ OcTaTouHbIe OPraHUYeCKHEe PACTBOPHTEH

Isopropyl alcohol /
Hzomnponaxon

06 pg/tab/
06 MKr B TaOJieTKe

Not more than 350 pg/tab /
He 6onee 350 Mxr B TabneTke

Remarks: The Product conforms to ND/

Mpurmeuannc. Hpuaysi couisercisyer ipeGosadmam [T

Conclusion: APPROVED /
Jaxmrouenne: OJOLITIIO

Hara: 26.07.2024

Jara: 26.07.2024

Prepared by / Checked by / Approved by: Manager/Executive /
IMoarorosneno: Jitendra Mate | IIposepeno: Santc;slﬁliar Omobpeno: Menemxep / PykoBojurens
/I Maurya / s Manoj Kumar /J
U\ffif " ° == : il
Reprint Date/ ¢ </ Reprint Date / Reprint Date /

JHara: 26.07.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2995, Ernail: maii@drreddys.com
CIN: L85195AP1984PLC0OD4507
wwyv.drreddys.com



Dr.Reddy’s ‘;‘

CERTIFICATE OF ANALYSIS

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

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

CEPTUDPHUKAT AHAJIM3A

Prodluct: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Hpoaykr: Ketopon® Dkenpecc (keToponak) TableTky, JHCIeprupyeMble B NOJNOCTH pTa, 10 Mr

Batch No / : V2401411 Batch Quantity / : 3600000 tab /
Cepuis Ne O0Bem cepuu 3600000 Tab
Analytical Report No / : 040002603927 Date of Analysis / 1 26.07.2024
AHaJluTHYeCKHIT oTueT No JlaTa aHanu3a

Date of Manufacture / : 07/2024 Date of Expiry / : 06/2026
JaTta uponssoacrsa Togen oo

Analysis performed according ND / Ananu3s npogeaen 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 / Mukpo6uosorunueckas Yyucrora*

a) Total Aerobic Microbial NA Not more than 1000 CFU/g /
Count / Oburee yucino He 6onee 1000 KOE/T
a3poOHBIX MUKPO-
OpraH13MoB
b) Total Combined Yeast NA Not more than 100 CFU/g / ]
and moulds count / O6mee He 6onee 100 KOE/r
YHCNO OPOACKEBBIX U
MJIECHEBBIX TPUOOB
¢) Escherichia Coli NA Shell be absent in 1 gram /
OrcytcTBHe B 1 T
12 Uniformity of dosage units / 31 Acceptance value (AV) not more than
OaHOpOAHOCTDL 15.0 / Ilpuemounoe 3HayeHue (AV) He
A03HPOBAHUA 6onee 15,0.
13 Assay / KonnyecTBeHHoe 10.0 mg / 10.0 mr From 90mg to 11.0mg of
omnpejaesicHue (100.2 %) CisHi3NO3+CsH 1 NO; (ketorolac
tromethamine) (from 90.0 to 110.0 % of
the label claim) per a tablet / OT 9,0 Mr
pace} 11,0 Mr C15H13NO3°C4H11NO3
(xetoponaka Tpometamud) (ot 90,0 no
110,0 % oT 3agBIICHHOTO KOJIHUYECTBA) B
TabneTKe
14 | Butylhydroxyanisole 0.0906 mg/tab / Not less than 0.042 mg/tab /
content / CoaepxaHue 0.0906 mr B Tabnerke He menee 0,042 mr B Tabnetke
Oy TUJITHAPOKCHMAHH30J1a

Remarks: The Product conforms to ND/ Conclusion: APPROVED /
[Mpumeyanne: IlpoaykT cooTBeTcTBYeT TpeboBanuam HJI 3axsmouenne: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /

Ionrotornewo: Jitendra Mate | Ilposepeno: Santosh Kumar | Onobpeno: MeHemxep / Pykosoanrens

! Q,:\F " fyﬁ’ I/ Maurya @\ Manoj Kumar | \\ l@l’

Hara: 26.07.2024

Reprint Date / ¢ < , Reprint Date / Reprint Date /
JHara: 26.07.2024 Jarta: 26.07.2024

Registered Gffice: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4960 2900, Fax: +91 40 4900 2995, Ernail: maii@drreddys.com

CIN: L85195AP1984PLCO04507
www.drreddys.com



Dr. Reddy's Laboratories [td.
‘.. Formulation Unit-6
’ o Vill. Khol, Nalagarh Road, Baddi,
Dr. Reddy S Ne Distt. Solan, H.P., 173 205, INDIA
Tel : 491 98166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJIU3A

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoayxr: Keropon® Dxcnpecce (ketoposnak) TabieTkH, AMCeprupyemble B NONOCTH pra, 10 Mr

Batch No / : V2401411 Batch Quantity / : 3600000 tab/
Cepus Ne O0BeM cepin 3600000 tab
Analytical Report No / : 040002603927 Date of Analysis / : 26.07.2024
AyaauTHyecKHii oTyeT Ne JaTta ananmnza

Date of Manufacture / : 07/2024 Date of Expiry / : 06/2026
Jara npousBoacTBa TI'ogen no

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

Page 7 of 8/ Cip. 7 u3 8
15 | Package/ YnakoBka 10 tablets in a blister of | 10 tablets in ablister 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 Gaucrepe u3 (ITA/AJI/TID ¢
pack. / Ilo 10 Tabnerok B | Bnaronornorutenem/I13BII) doneru //
6muctepe w3 (TA/AJVTID ¢ | (TID/AJT) onern. ITo 1 unu 2 6nucTepa
srnaronornoryaterem/[TOBIT) C MHCTPYKLHEH IO IIPUMEHEHUIO B
doneru // (II3/AJ]) bonsru. Ilo | nadky KapTOHHYIO.
2 6nucTepa ¢ UHCTPYKLHEH no

NPUMEHEHUIO B nayKy
KapTOHHYIO.

16 | Labeling / MapkupoBka According to ND / B cootserctsuu ¢ HJ{

17 | Storage conditions / Below 25 °C. / [1pu Temnepatype He Bbilie 25 °C.

XpaHenue

18 Shelf life / Cpok roanoctH 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.

* [Ipu BBINYCKE JIEKAPCTBEHHOrO MpenapaTa KOHTPOJb KauecTBa N0 NoKa3aTe o « MUKpoGHooruuecKast
YHCTOTa» MPOBOAMTCS s Kaxmaoii 20-0f cepuu, K IJIA OJHOI CEPHU B TOf, B 3aBHCUMOCTH OT TOI'0, YTO
HACTYNHT paHbIlle.

Remarks: The Product conforms to ND/ Conclusion: APPROVED /
IMpumeuanue: [ponykr coorBeTcTBYeT Tpebosanuam HJJ 3akmrwuenune: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /

[oarotosneno: Jitendra Mate | IIpoeepeno: Santosh Kumar | Ono6peno: Menemxkep / Pykososurens

\}l(}:\fa) L,. Maurya @_L Manoj Kumar '_\;‘r Ti'wl,
|

Reprint Date / Reprint Date / Reprint Date /
Jara: 26.07.2024 Jara: 26.07.2024 Hara: 26.07.2024

Registered Cffice: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 49C0 2900, Fax: +91 40 4900 2998, Ernail: maii@drreddys.com
CIN: L85195AP1984PLC0O04507
wwye.drreddys.com




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

@
Dr, Reddy’s q;. Vill. Khol, Nalagarh Road, Baddi,

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

CERTIFICATE OF ANALYSIS IEIE 08 SO 0052
CEPTU®HUKAT AHAJIV3A VRSl S ekeen

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Tlpoaykr: Keropon™ Dkcerpece (keToposak) TabIeTKH, AMCIEpPrUpyeMBble B MOJocTH pra, 10 Mr

Batch No / : V2401411 Batch Quantity / : 3600000 tab /
Cepus Ne O6BbemM cepun 3600000 Tab
Analytical Report No / : 040002603927 Date of Analysis / 1 26.07.2024
AHaauTHYeCKUMH oTyeT Ne JlaTa anann3za

Date of Manufacture / : 07/2024 Date of Expiry / : 06/2026
JarTa npon3BoacTBa I'omen no

Analysis performed according ND / Ananun3 nposeaen nmo HJI:
JII1-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11112022

Page 8 of 8 / Crp. 8 u3 8

API name / Haumenoanue A®C: Ketorolac tromethamine / Ketoponaka
_ TPOMETaMHMH

INN / MHH: Ketorolac / Keroponak

API manufacturer batch number / ABRH004346

Homep cepun npouspoanteiss ADC:

FP Manufacturer API Batch number / FERA00297

Homep cepuu cybcTanumu npoussoautens ['JI@P:

API Manufactured by & country / Dr. Reddy's Laboratories Ltd., India /

IIpousBoautenb A®C, crpana: I-p Pennu'c Jlaboparopuc JIta., Unaus
Remarks: The Product conforms to ND/ Conclusion: APPROVED /
ITpumeuanue: [Ipoayxr cootBeTcTBYeT Tpebosanuam HJL 3axiaouenne: OIOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /

INoaroroeneno: Jitendra Mate | IIposepeHo: Santos%'umar Opnobpeno: Menemxep / PykoBoaurens

5 7l . Manoj Kumar
N \ofd] |Maurya e d -
hATUE Dol
Reprint Date / 9 l,.--" l Reprint Date / Reprint Date /
Jara: 26.07.2024 Hara: 26.07.2024 Hara: 26.07.2024

Registered Cffice: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 49G0 2900, Fax: +91 40 4900 2999, Email: maii@drreddys.com
CIN: L85195AP1984PLC0D4507
www.drreddys.com




