Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS

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

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

CEPTUOPUKAT AHAJIM3A

Tel : +91 98166 56001-02
www.drreddys.com

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykr: Ketopon® Dkenpecc (keToponak) TabIeTkH, AUCHIePrupyemble B MoaocTu pta, 10 mr

Batch No / : V2302044 Batch Quantity / : 3600000 tab /
Cepus Ne O6beM cepun 3600000 Tab
Analytical Report No / : 890001694825 Date of Analysis / : 19.10.2023
AnaauTHyeckuii otuer Ne JlaTa ananu3a

Date of Manufacture / : Sep. 2023 Date of Expiry / : Aug. 2025
Jara nponsBsoacrsa T'open o

Analysis performed according ND / Ananns nposeaen mo H/I:
JII1-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / u3menenne Nel ot

27.12.2021, usmenenne Ne2 ot 11.11.2022)

Page 1 of 8 /Crp. 1 u3 8

No

Test / IlokazaTeab
Ne

Results / Pesysnbratsl

Specification / Hopma

1 Description / Onucanue

Light yellow round flat beveled
tablets with "|" debossed on one
side. / Kpyrnele, I1ockue
Tabnetku c ¢ackoil, CBETIIO-
»Kentoro LBeTa C IpaBUPOBKOMH
«I» Ha OHO¥ CTOPOHE.

Light yellow round flat beveled tablets
with "|" debossed on one side. /
Kpyriisle, miockue TabneTku ¢ Gackoi,
CBETJIO-XKEJITOrO 1IBETA C [PAaBUPOBKOI
«|» Ha OJTHOM CTOpOHE.

2 Identification / I[ToATHHHOCTE

Ketorolac / Kemoponak

a) ByUv/
YO-cnexTpodoToMeTpusa

Complies / CoOTBETCTBYET

UV spectra of the test solution and
ketorolac ~ tromethamine  standard
solution should have peaks at the same
wavelength (+ 2 nm). / Y®-cnekTpbl
MOTJIOLIEHHUsT HCTIBITYEMOTO pacTBopa U
pacTBopa  craHaapTHoro  obpasua
KETOpOJaka TPOMETaMHHA  JOJIKHBI
HMETh MaKCUMYMBI IIPY OJHOM U TOM Xke
JUTMHE BOJHEI (£ 2 HM).

Remarks: The Product conforms to ND/
IIpumeuanne: IIpoaykTt cooTBeTcTBYET TpeboBaHuaM HJJ

Conclusion: APPROVED /
3axaouenne: OJOBPEHO

Prepared by /

Checked by /

Approved by: Manager/Executive /

IToaroroeneHo: Ankaj Verma

%

IMpoeepeno: Santosh Kumar

Maurya @:}_

Onobpeno: Menemkep / PykoBoaurests
Manoj Kumar

O/

Reprint Date /
Jara: 19.10.2023

Reprint Date /
Jara: 19.10.2023

Reprint Date /
Jlara: 19.10.2023

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 ":‘

CERTIFICATE OF ANALYSIS

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

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

CEPTUOUKAT AHAJIM3A

Tel : 491 98166 56001-02
www.drreddys.com

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykt: Ketopon® Dkenpece (keTopornak) TabaeTKH, AUCIEPrUpyeMble B MOJIOCTH pTa, 10 Mr

Batch No / : V2302044 Batch Quantity / : 3600000 tab /
Cepus Ne Ob6nem cepun 3600000 Tab
Analytical Report No / : 890001694825 Date of Analysis / : 19.10.2023
AnanuTnyecknii oryer Ne JaTa aHanaH3a

Date of Manufacture / : Sep. 2023 Date of Expiry / : Aug. 2025
JaTa mpon3BoacTBa I'onen no

Analysis performed according ND / Anann3s nposeaen nmo HJI:
JI1-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / n3menenune Nel ot

27.12.2021, usmenenne Ne2 or 11.11.2022)

Page 2 of 8/ Ctp. 2 n3 8

No

Test / [Toka3aTeb
No

Results / Pe3ynbraTsl

Specification / Hopma

b) By HPLC/B2XX

Complies / CooTBEeTCTBYET

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). / Bpemsa yAepxuBaHus
OCHOBHOIO TMHKAa Ha XpOMaTorpamme
UCIILITYEMOTO  pacTBopa  JOJDKHO
COOTBETCTBOBATh BpEMEHH
yIOEpXHBaHUS OCHOBHOTO IHKAa Ha
XpOMaTorpamme pacTBopa
CTaBAapPTHOTO KETOpOJiaKa
TpOMeTaMHHa (pa3nen
«KonuuecTBeHHOE ONpeesieHUE).

obpasua

Remarks: The Product conforms to ND/

IMpumeuanue: [Tponykt cootBeTcTBYeT TpeboBanusM HJJ

Conclusion: APPROVED /
3axawuenne: OJOBPEHO

Prepared by /
[Toarororneno: Ankaj Verma

%

Checked by /
ITpoeepeno: Santosh Kumar

Maurya @\/
/

Approved by: Manager/Executive /
OpnobpeHo: Menemxep / Pykosoauress
Manoj Kumar

Lt

Reprint Date /
Hara: 19.10.2023

Reprint Date /
Jlara: 19.10.2023

Reprint Date /
Hara: 19.10.2023

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: LB5195AP1984PLC004507

www.drreddys.com




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

CEPTUOPUKAT AHAJIM3A

Tel : +91 98166 56001-02
www.drreddys.com

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykr: Keropon® Dkcnpecc (keToposak) TabneTkH, AHCNEPrupyeMBIe B I10J0CTH pTa, 10 Mr

Batch No / : V2302044 Batch Quantity / : 3600000 tab /
Cepus Ne O61em cepun 3600000 Tab
Analytical Report No / : 890001694825 Date of Analysis / : 19.10.2023
AHaauTHYecKuii oTueT Ne JlaTa ananu3a

Date of Manufacture / : Sep. 2023 Date of Expiry / ¢ Aug. 2025
JaTta npou3BoaCTBa T'ongen go

Analysis performed according ND / Ananus nposenen no HJI:
JITI-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / usmenenue Nel ot

27.12.2021, usmenenne N2 ot 11.11.2022)

Page3 of 8 /Crp.3u3 8

No

No Test / [Ioka3aTenb Results / Pe3ynbraTsl Specification / Hopma
3 Identification Complies / CooTBeTCTBYET The  retention  times of  2-
Butylhydroxyanisole / butylhydroxyanisole and 3-
TMoaHHBOCTH butylhydroxyanisole peaks on the
GYTHIATHAPOKCHAHH30J1 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 ynepXuBaHUA
NUKOB 2-OyTMNTHAPOKCHMAHM3ONA U
3-6yTWITHAPOKCHAHHU30TIa Ha
XpoMarorpamme HCIIBITYEMOTO
pacTBOpa HOJKHBI COOTBETCTBOBATh
BpeMeHaM yIAEepPKUBAHUA MHKOB
2-6yTHITHAPOKCHAHA30J1a "
3-GyTHIITHAPOKCHAHU30I1a Ha
XpoMarorpamme pacTBOpa
CTaHZApTHOTO obpasua
6yTUNTHAPOKCHAHU30JIa (paznen
«CognepxaHue
OYTHITHAPOKCHAHHU3O0TIa).
4 Average weight / Cpuannn 69.3 mg / 69.3 mr 67.2 mg to 72.8 mg (70.0 mg &= 1.0 8¢). /
Macca Ot 67,2 Mr 1o 72,8 Mr (70,0 Mr £ 4,0 %).

Remarks: The Product conforms

[Tpumeuanue: I[IpoaykTt cootseTcTBYET TpeboBannam HJI

to ND/

Conclusion: APPROVED /
3akiarwyenune: OJJOBPEHO

Prepared by /
INoaroroeieno: Ankaj Verma

Checked by /
Tlpoeepeno: Santosh Kumar

Maurya @”_

Approved by: Manager/Executive /
Ono6peHo: Menemxkep / Pykosoaurens
Manoj Kumar

/

pfll

",
(b
Reprint Date /

Hara: 19.10.2023

Reprint Date /
Jara: 19.10.2023

Reprint Date /
Hara: 19.10.2023

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 “:’.

CERTIFICATE OF ANALYSIS

CEPTUO®UKAT AHAJIU3A

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

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
Tel : 491 98166 56001-02
www.drreddys.com

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykr: Keropon® Dkenpece (keToponak) TableTkH, AMCIeprapyeMele B 10J10CTH pra, 10 mr

: 3600000 tab /

Batch No / : V2302044 Batch Quantity /

Cepus Ne O06BeM cepun 3600000 Tab
Analytical Report No / : 890001694825 Date of Analysis / : 19.10.2023
AHAJMTHYECKHH oTueT No JlaTta anaiusza

Date of Manufacture / : Sep. 2023 Date of Expiry / : Aug. 2025
JaTta npoH3BoJcTBa I'open no

Analysis performed according ND / Ananu3 nposeaes no HJI:
JIII-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / uameHenue Nel ot

27.12.2021, nzamenenne Ne2 or 11.11.2022)

Page 4 of 8/ C1p. 4 n3 8

No

No Test / [Toka3aTennb

Results / Pe3ynbratsl

Specification / Hopma

Uniformity of weight /
OaHOpPOAHOCTH Macchl

Complies / CooTBeTCTBYET

18/20 tablets - not more than + 10 %
2/20 tablets - not more than + 20 % /
18/20 Tabnetox — He 6onee + 10 %
2/20 tabneTok — He Gonee = 20 %

5 Disintegration time /

00 min 19 sec / 00 muH 19 cex

Not more than 3 min / He 6osee 3 Mun

Pacnmapaemocts
6 Dissolution / PacTBopenue Unit-1/ Ta6a-1 101% Not less than 75% (Q) of
. CisH13NO3*C4H 1 NO3 (ketorolac
Unit-2 / Ta6n-2 100% tromethamine) in 15 min / He menee
Unit-3 / Ta6n-3 98% 75% (Q  CisHisNO3*CsHiNO;3
) . (keToponaka  TpPOMETaMH{H)  depe3
Unit-4 / Tabn-4 99% 15 MuH
Unit-5 / Tabn-5 99%
Unit-6 / Tabn-6 98%

Fineness of Dispersion/
AucnepcHoCTb

Complies / CooTBETCTBYET

A uniform suspension passing through a
710 pm sieve is formed. / O6pasyercs
OJTHOPOMIHAsl CYCIIEH3UsA, INPOXOaAlas
CKBO3b CHTO C pa3MepoM OTBEpCTHUi

710 MKM.

Remarks: The Product conforms

[Mpumeuanwue: Ilpoaykr cooTseTcTBYeT TpeboBaHuaM HJI

to ND/

Conclusion: APPROVED /
3aknwuenne: OJIOBPEHO

Prepared by /
IToarorosneno: Ankaj Verma

3

Checked by /
IIposepeno: Santosh Kumar

Approved by: Manager/Executive /
Onobpeno: Menemxep / Pykosoauresns
Manoj Kumar

Reprint Date /
Jata: 19.10.2023

Maurya %
Reprint Date /

Jara: 19.10.2023

Reprint Date /
Jara: 19.10.2023

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: L85135AP1984PLC004507
www.drreddys.com



Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS

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

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

CEPTUOPUKAT AHAJIM3A

Tel : 491 98166 56001-02

www.drreddys.com

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoayxt: Keropon® Dkenpecc (keToposak) TabeTkH, AMCTIEprHpyeMBIE B MOJIOCTH pra, 10 Mr

Batch No / : V2302044 Batch Quantity / : 3600000 tab /
Cepus Ne O6nem cepan 3600000 Tab
Analytical Report No / : 890001694825 Date of Analysis / : 19.10.2023
AHaJTHTHYECKHH oT4YeT No JlaTa anaau3a

Date of Manufacture / : Sep. 2023 Date of Expiry / : Aug. 2025
JaTa npousBoacTsa I'onen no

Analysis performed according ND / Ananns nposeaen mo H/I:
JITI-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 Sof 8/ Crp. Sm3 8

8 Related impurities / PoacTenHbie npuMecu

l—mnpm(cnaﬂa.nor
KETOpOJIaKa

ketorolac 1-hydroxy analog /

Below LOD (LOD = 0.0010 %) /

0.0010%)

ketorolac 1-keto analog/

1-keToaHaNor KETOpoiIaka

Hmxe npenena obxHapyxenus (I10 =

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

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

0.03%
Any unidentified impurity / Not more than 0.5 % / He 6onee 0,5 %
e TUHUYHAs
HeneHTHUIUEPOBaHHAS 0.01 %
npuMech
Total impurities / 0.0469 % Not more than 1.0 % / He 6onee 1,0 %
Cymma npumeceit
9 Water / Bona 2.7% Not more than 7.0% w/w /

He 6onee 7,0 %

10

Residual solvents by GC/ OcTaTouHble OpraHuyecKne pacTBOPUTENH

Isopropyl alcohol /
Hzonponanon

07 pg/tab /
07 MKr B TabJeTke

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

Remarks: The Product conforms to ND/
Ipumeuanwue: IIpoaykr coorBeTcTBYeT TpeboBanusam HJI

Conclusion: APPROVED /
Zaknogenue: OJIOGPEHO

Prepared by /
IoarororneHo: Ankaj Verma

Checked by /
[IpoeepeHno: Santosh Kumar

Maurya CW
P

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

Manoj Kumar

)
=
Reprint Date /

Jara: 19.10.2023

Reprint Date /
JHara: 19.10.2023

Reprint Date /
Jlata: 19.10.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, india
Tel: +91 40 4900 2900, Fax: +91 40 4500 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLC004507

www.drreddys.com



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

CEPTUO®UKAT AHAJIM3A

Tel : +91 98166 56001-02
www.drreddys.com

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
IpoaykT: Keropon® Dkcnpecc (ketoposiak) TablieTky, AkCHeprupyemble B nonoctH pra, 10 mr

Batch No / : V2302044 Batch Quantity / : 3600000 tab /
Cepus Ne O06bem cepuu 3600000 tab
Analytical Report No / : 890001694825 Date of Analysis / : 19.10.2023
AHaJIMTHYECKHH oTyeT Ne JlaTa ananu3a

Date of Manufacture / : Sep. 2023 Date of Expiry / : Aug. 2025
JaTta npousBoacTBa T'onen no

Analysis performed according ND / Ananu3 nposeaen no HJI:
JITI-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / usmenenue Nel ot
27.12.2021, namenenune Ne2 or 11.11.2022)

Page 6 of 8/ C1p. 6 u3 8

11 | Microbial enumeration tests / MukpoGuoaoruieckast YucTora*
a) Total Aerobic Microbial Not more than 1000 CFU/g /
Count / O61ee 4ucno NA He Gonee 1000 KOE/r
a’pOOHBIX MUKpPO-
OpraHU3MOB
b) Total Combined Yeast Not more than 100 CFU/g /
and moulds count / Ob1ee NA He 6onee 100 KOE/r
YHCJIO OPOAOKEBBIX U
[UTECHERBIX TPHOOB
¢) Escherichia Coli NA Shell be absent in 1 gram /
OrcyTcTBUE B I T
12 Uniformity of dosage units / 39 Acceptance value (AV) not more than
OnHopoaHOCTh 15.0 / Tlpuemousoe 3HayeHue (AV) He
J03HMPOBAHUA 6ouee 15,0.
13 Assay / KosinyecTBeHHOE 9.8 mg/9.8 Mmr From 90mg to 11.0mg of
omnpenesgeHHe (98.1 %) CsH13NO3*C4H1NO3 (ketorolac
tromethamine) (from 90.0 to 110.0 % of
the label claim) per a tablet / Ot 9,0 Mr
pi(e] 1 1,0 Mr C15H13NO3‘C4H11NO3
(keToponaka TpomMetaMuH) (0T 90,0 10
110,0 % OT 3asBJIEHHOI0 KOJIMYECTBA) B
TabneTke

Remarks: The Product conforms to ND/

[Mpumedanue: [IpoaykT coorseTcTBYET Tpebosanuam HJL

Conclusion: APPROVED /
3aknwuenne: OJJOBPEHO

Prepared by / Checked by /
IMoarorosneno: Ankaj Verma | IIposepeHo: Santosh Kumar
Maurya

»

Approved by: Manager/Executive /
OnobpeHo: Menemxkep / PykoBoaurelib
Manoj Kumar - ,
L

]
(A
Reprint Date /

Hara: 19.10.2023

Reprint Date /
Jara: 19.10.2023

Reprint Date /
Hara: 19.10.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: 491 40 4900 2900, Fax: +91 40 4500 2999, Email: mail@drreddys.com
CiN: L85155AP1984PLC004507

www.drreddys.com




Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS

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

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

CEPTUD®UKAT AHAJIM3A

Tel : 491 98166 56001-02
www.drreddys.com

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoayxr: Keropon® Dkcnpece (keToponak) TabieTkH, AUCTIEprupyeMsle B nonoctH pra, 10 mr

: 3600000 tab /

Batch No / : V2302044 Batch Quantity /

Cepus Ne Oo0bem cepun 3600000 Tab
Analytical Report No / : 890001694825 Date of Analysis / : 19.10.2023
AHaJIMTHYECKHH O0TUYeT No Jlara anaqnza

Date of Manufacture / : Sep. 2023 Date of Expiry / : Aug. 2025
JlaTa npou3BoacTsa T'ogen oo

Analysis performed according ND / Anann3s nposeaen nmo HJ/I:
JITI-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / u3menenne Nel ot

27.12.2021, uzmenenne Ne2 ot 11.11.2022)

Page 7 of 8/ Crp. 7 u3 8

Not less than 0.042 mg/tab /
He menee 0,042 mr B TabieTke

14 | Butylhydroxyanisole 0.0946 mg/tab /
content / Copepxanue 0.0946 mr B Tabnerke
Gy THJITMIPOKCHAHN30.1a
15 | Package/ Ynakoeka 10 tablets in a blister of
(PA/AL/PE

desiccant/HDPE) foil // (PE/AL)
foil. 2 blisters with patient
information leaflet in a carton
pack. / Ilo 10 Tabnerox B
omucrepe u3z ([TA/AJITID ¢
praronornotutenem/I15BIT)
doneru // (I13/AJ1) donsru. Ilo
2 6nuctepa ¢ UHCTpYKLMEH IO
NPUMEHEHHIO B nayKy
KapTOHHYIO.

10 tablets in a blister of (PA/AL/PE with
with | desiccant/HDPE) foil // (PE/AL) foil. 1
or 2 blisters with patient information
leaflet in a carton pack. / Ilo 10
Tabnetok B Gauctepe u3 ([TA/AJI/IID ¢
pnaronoraotutenem/[13BIT) donsru //
(I12/AJT) donsru. ITo 1 unu 2 Gnuctepa
C HMHCTPYKIMEH NO NPUMEHEHHIO B
[a4yKy KapTOHHYIO.

16 | Labeling / MapkupoBka

According to ND / B cootsetctBuu ¢ HJ[

17 Storage conditions /
Xpanenue

Below 25 °C. / IIpu Temnepatype He Boime 25 °C.

18 Shelf life / Cpox rognocT

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.
* [Ipun BhINMYCKe JIEKAPCTBEHHOTO NpenapaTa KOHTPOJIb Ka4ecTBa Mo nokasate/o «VMuxkpobuoorunyeckas
YHCTOTA» MPOBOAMTCS 1A Kaxxaoi 20-0if cepuu, HIH 1151 OHOIi C€PHH B rojfi, B 3aBUCMMOCTH OT TOr0, YTO

HACTYIIMT paHbLIE.

Remarks: The Product conforms to ND/
ITpumeuanue: Ilpoaykr cooTBeTcTBYET TpeboBanuaM HJI

Conclusion: APPROVED /
Zakawuenne: OJOGPEHO

Prepared by /
IToaroroeneno: Ankaj Verma

B

Checked by /
ITporepeno: Santosh Kumar

Maurya @)n/

Approved by: Manager/Executive /
Onobpeno: Menemxep / PykoBoourens
Manoj Kumar .

Nt

Reprint Date /
Jara: 19.10.2023

Reprint Date /
Jara: 19.10.2023

Reprint Date /
Jlata: 19.10.2023

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
CIM: L85195AP1984PLC004507

www.drreddys.com



q..- . Dr. Reddy's Laboratories Ltd.
Y e Formulation Unit-6
Dr' Reddy S °. Vill. Khol, Nalagarh Road, Baddi,
CERTIFICATE OF ANALYSIS 3‘1‘?‘ 2°1'a;é;*é2'51g5021°g'2"\‘°"*
CEPTHOUKAT AHAJIV3A Bl i

www.drreddys.com
Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykr: Keropon® Dkcnpece (keToposiak) TabaeTKH, AMCIEPTUPYEMBIE B IIOJIOCTH pTa, 10 MT

Batch No / : V2302044 Batch Quantity / : 3600000 tab /
Cepus Ne O6bem cepun 3600000 Tab
Analytical Report No / : 890001694825 Date of Analysis / : 19.10.2023
AHaguTHYECKHH oTdeT Ne JaTa ananuza

Date of Manufacture / : Sep. 2023 Date of Expiry / : Aug. 2025
JaTa npou3BoacTBa I'oxen no

Analysis performed according ND / Ananu3 nposenen mo HJI:
JII1-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / nusamenenue Nel ot

27.12.2021, u3amenenne Ne2 or 11.11.2022)

Page 8 of 8 / Crp. 8 u3 8
API name / HaumenoBanue A®C: Ketorolac tromethamine / Ketoponaka
TPOMETaMHH

INN / MHH: Ketorolac / Keroponak

API manufacturer batch number /

Homep cepun npousBoautessi ADC: ABQHO04E4P

FP Manufacturer API Batch number / ,

Homep cepun cy6erannuu npousoauTtessi I'JID: FEQALGA4G

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

IIponspoanrens A®C, cTpaHa: I-p Penmu'c Jlabopatopuc JItn., Unaus
Remarks: The Product conforms to ND/ Conclusion: APPROVED /
ITpumeuanue: [IpoaykT cooTBeTCTBYET TpeboBanusM HJJ 3akawuenne: OJJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /

[oarorosneno: Ankaj Verma | IlpoBepeno: Santosh Kumar | Ono6peno: Menemkep / PykoBoauteis

Maurya Manoj Kumar ]
A = o,

Reprint Date / Reprint Date / Reprint Date /
Jara: 19.10.2023 Jara: 19.10.2023 Hara: 19.10.2023

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




