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
Tel : 491 98166 56001-02

CEPTUOUKAT AHAJIHM3A

www.drreddys.com

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
ITpoaykr: Keropon® Dxcnpecc (keToponak) TabiaeTky, JUCIEPrUpyeMble B TIOJIOCTH pTa, 10 Mr

BatchNo / : V2301979 Batch Quantity / : 3600000 tab /
CepHta Ne O6Bem cepun 3600000 Tab
Analytical Report No / : 890001694824 Date of Analysis / : 19.10.2023
AnaJurnyecknii oryer No JlaTa anannia

Date of Manufacture / : Sep. 2023 Date of Expiry / : Aug. 2025
JarAa npousBoacTna TI'onen no

Analysis performed according ND / Ananns nposeaen no HJI:.
JIIT1-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / usmenenne Nel ot

27.12.2021, usmenenne Ne2 ot 11.11.2022)

Page10of8/Crp.1 3 8

V®-cnextpodoToMeTpus

?? Test / [lokazaTesib Results / Pe3ynpTaThl 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. / Kpyraele, miockue | Kpyrisle, miockue TabneTku ¢ ¢packoi,
TabaeTku c Qackoif, CBETIO- | CBETJIO-KENTOro IBETa C IPaBUPOBKOM
XKEJITOTO LIBETa ¢ IpaBUPOBKON | «l» Ha OHOI CTOpOHE.
«I» Ha OZIHOI CTOpOHE.
2 Identification / [lognmuHHOCTH
Ketorolac / Kemoponax
a) Byuv/ Complies / CooTBeTCTBYET UV spectra of the test solution and

ketorolac  tromethamine  standard
solution should have peaks at the same
wavelength (£ 2 nm). / VY®-criexTpsl
MOTJIOMIEHHS HCTIBITYEMOrO pacTBopa M
pacTBOopa  CTaHAapTHOro  obpasia
KeTOpOojaKa TpPOMETaMHHA ™ JOJDKHBI
MMETh MaKCUMYMBI IIPYU OJJHOM U TOH Ke
IUTMHE BOJIHEI (+ 2 HM).

Remarks: The Product conforms to ND/ Conclusion: APPROVED /
ITpumeganue: Ilpomykr cooTBeTcTBYET TpeboBanusam HJL 3axmouenne: OJJOEPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
IToarorosneno: Ankaj Verma | ITpoepeno: Santosh Kumar | Ono6peno: Menemkep / PykoBoautens

Maurya Manoj Kumar ﬂ

U
//\; P @” (gl

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 4500 2900, Fax: 191 40 4900 2999, Cmail: mail@drreddys.com
CIN: L85195AP1984PLC004507

www.drreddys.com




Dr.Reddy’s ‘,‘:'.

CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHAJIU3A

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

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

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykr: Keropon® Dkenpecc (keroponak) TabneTku, AUCTIEprupyeMble B ONOCTH pTa, 10 Mr

Batch No / : V2301979 Batch Quantity / : 3600000 tab /
CepHa Ne O6bem cepuu 3600000 Tab
Analytical Report No / : 890001694824 Date of Analysis / : 19.10.2023
AnaJuTHYCCKHIl oT4cT Ne JlaTa aHaJu3a

Date of Manufacture / : Sep. 2023 Date of Expiry / : Aug. 2025
Jar2 npon3BoACTBA I'onen no

Analysis performed according ND / Anasus nposeaen no HJI:
JIT1-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / usmenenne -Nel or

27.12.2021, n3menenne Ne2 ot 11.11.2022)

|

Page 2 of 8/ C1p. 2 u3 8

No

No Test / Iloka3zareJn

Results / Pe3ynsraThl

Specification / Hopma

b) By HPLC / BOXX

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). / Bpemsa ymepXHBaHHS
OCHOBHOTO ITHKAa Ha XpOMarorpamme
UCTBITYEMOTO ~ pacTBOpa  JIOJDKHO
COOTBETCTBOBATh BPEMEHBH
YIOEPXKHBAaHHA OCHOBHOTO IHKa Ha
XpOMaTorpamme pacTBopa
CTaHJapTHOro ofpa3ua KeToposaka
TPOMETaMHHa (pa3men

«KonuecTBEHHOE ONpe/ICICHHEY).

Remarks: The Product conforms to ND/
Ipumeudanue: Ipoxykr cooreeTcTByeT Tpebosanuam HJJ

Conclusion: APPROVED /
3axnwuenne: OJOBPEHO

Prepared by /
Iloarorosneno: Ankaj Verma

Checked by /
IIpoeepeno: Santosh Kumar

Maurya %

Approved by: Manager/Executive /
Ono6peno: Menemkep / PykoBoautens
Manoj Kumar

'1'h]1' L

ﬁ) }
.f/
Reprint Date /

Jlata: 19.10.2023

Reprint Date /
Jara: 19.10.2023

Reprint Date /
Hata: 19.10.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: 191 40 4900 2900, Fax. +91 10 4900 2993, Etniail: mallddrreddys.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

CEPTUDPUKAT AHAJIU3A

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

Pro duct: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Iponykr: Keropon® Dkenpecc (keroponak) TabneTku, Mcneprupyembie B mojaocty pra, 10 mr

Bat<h No / : V2301979 Batch Quantity / :+ 3600000 tab /
Cepia Ne O0beM cepun 3600000 Tab
Analytical Report No / : 890001694824 Date of Analysis / : 19.10.2023
AnaluTuyeckmii oTuer Ne JlaTa ananmza

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

Analysis performed according ND / Ananns nposeaen no HJI:
JII-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / u3menenue Nel ot

27.12.2021, usmenenne Ne2 ot 11.11.2022)

Page3 of 8/ Crp. 3 n3 8

1;.‘? T Test / Iloka3zaTens Results / Pe3ynsrats Specification / Hopma
3 Identification Complies / CooTBeTCTBYET The  retention  times of  2-
Butylhydroxyanisole / butylhydroxyanisole and 3-
MoagnnHHOCTH butylhydroxyanisole peaks on the
Oy THJArHAPOKCHAHN30J1 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 YAepXUBaHHA
MUKOB  2-OyTWITMAOPOKCHAHH30Ja H
3-6yTHArHAPOKCHaHU30JIa Ha
XpOMaTorpaMme HCTIBITYEMOTO
pacTBopa IOJKHBI COOTBETCTBOBATh
BpEMEHaM  YAEpKUBAHHUA [IUKOB
2-0yTMIIrMAPOKCUaHH301a U
3-0yTHITHAPOKCHAHHU30/1A Ha
XpoMaTorpaMme pacTBopa
CTaHNAPTHOTO obpasua
GYTUITHIPOKCUaHH30M1a (paznen
«Conepxanue
6y THITHAPOKCHAHU30IAY).
4 Average weight / Cpeauss 69.3 mg / 69.3 mr 67.2 mg to 72.8 mg (70.0 mg + 4.0 %). /
macca 0167,2 Mr o 72,8 Mr (70,0 Mr+4,0 %).
Remarks: The Product conforms to ND/ Conclusion: APPROVED /
IIpumeuanue: IlponykT cooTBeTcTBYET TpeboBanusM HJI 3axkmouenne; OOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
IToarorosneno: Ankaj Verma | IlposepeHo: Santosh Kumar | Omo6peno: Menemxep / Pykoonutens
; Maurya @V Manoj Kumar j
el
v i
Reprint Date / Reprint Date / Reprint Date /
Hara: 19.10.2023 Hara: 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 490N 2999, Fmail- mail@drreddys com
CIN: L85195AP1984PLC004507

www.drreddys.com
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CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories Ltd.

Formulation Unit-6

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

CEPTHOHUKAT AHAJIM3A

www.drreddys.com

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Iponykr: Keropon® Skenpece (keToponak) Tab1eTKH, AUCTeprHpyeMble B IOJIOCTH pTa, 10 Mr

: 3600000 tab /

Batch No / : V2301979 Batch Quantity /

Cepus Ne O6bem cepun 3600000 Tab
Analytical Report No / : 890001694824 Date of Analysis / : 19.10.2023
Anajuruaeckuii oruer Ne JlaTa aHajanza

Date of Manufacture / : Sep. 2023 Date of Expiry / : Aug. 2025
JaTa npousBoacTBa TI'ogen no

Analysis performed according ND / Ananus npoBegen o H/I:
JIII-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / usmenenne Nel ot

27.12.2021, nsmenenne Ne2 or 11.11.2022)

Paged4 of 8/ Crp.4 u3 8

No

No Test / Iloka3zaTean

Results / Pesynbrathl

Specification / Hopma

Uniformity of weight /
OXHOPOXHOCTH MaCChI

Complies / CooTBeTCTBYET

18/20 tablets - not more than + 10 %
2/20 tablets - not more than + 20 % /
18/20 Tabnerox — He Oonee * 10 %
2/20 tabnetok — He Gonee + 20 %

5 Disintegration time /

00 min 21 sec / 00 muH 21 cex

Not more than 3 min / He 6onee 3 mun

Pacnapnaemoctb
6 Dissolution / PacrBopenne Unit-1/ Ta6n-1 102% Not less than 75% (Q) of
. C1sH13NO3°C4H 11 NO; (ketorolac
Unit-2 / Tabn-2 104% tromethamine) in 15 min / He Menee
Unit-3 / Ta671-3 103% | 75% (Q)  CisHi3NO3*CsHiNOs3
) . (keToponaka  TpOMETaMHH)  uyepes
Unit-4 / Tabn-4 103% ISt
Unit-5 / Tabn-5 102%
Unit-6 / Tabn-6 103%
7 Fineness of Dispersion/ Complies / CooTBeTCTBYET A uniform suspension passing through a
JAucnepcHocTh 710 pm sieve is formed. / O6pazyercs

ONHOPOJHASA CYCIIEH3WS, MNPOXOAAIIAs
CKBO3b CUTO C pa3MEpPOM OTBEPCTUH
710 MKM.

Remarks: The Product conforms to ND/
ITpumeganue: ITpoxykr coorBeTcTBYeT TpeboBanusam HJI

Conclusion: APPROVED /
3akmouenne: OJIOBPEHO

Prepared by /
Iloarorosneno: Ankaj Verma

Checked by /
IIpoBepeHo: Santosh Kumar
Maurya

Approved by: Manager/Executive /
Opobpeno: Menemxep / PykoBoauTenb
Manoj Kumar

Reprint Date /

Jara: 19.10.2023

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. +81 40 4500 2900, Fdx: +91 4U 490U 299Y, Emall: mall@drreddys.com

CIN: L85195AP1984PLC004507
www.drreddys.com




Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS

CEPTHOHUKAT AHAJIM3A

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

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

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoayxr: Keropon® Jxcnpece (ketoponak) TaGneTkH, AUCHeprHpyeMBble B IIOJIOCTH pTa, 10 Mr

Batch No / : V2301979 Batch Quantity / : 3600000 tab /
Cepus Ne O0Lem cepuu 3600000 Tab
Analytical Report No / : 890001694824 Date of Analysis / : 19.10.2023
AH2MTHYeCKHH oTUeT Ne Jlara anaau3a

Date of Manufacture / : Sep. 2023 Date of Expiry / : Aug. 2025
Jlara npoussoacraa I'open mo

Analysis performed according ND / Ananus nposexenr no HJI:
JIII-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / usmenenne Nel ot

27.12.2021, uzmenenne Ne2 ot 11.11.2022)

Page S of 8/ Crp. Su3z 8

8 Related impurities / PoncTBenHble npumMecH

ketorolac 1-hydroxy analog /

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

1-ruJpOKCHAHATOT 0.0035%
KeTopoJsiaka
ketorolac 1-keto analog/ 0.05% Not more than 0.8 % / He 6onee 0,8 %
1-KeToaHaNOT KeTopoJaKa
Any unidentified impurity / 0.02 % Not more than 0.5 % / He 6onee 0,5 %
eAMHWYHAS
HeHJeHTUGULMPOBaHHAs
NpEMECh
Total impurities / 0.1% Not more than 1.0 % / He 6onee 1,0 %
Cymma npumeceit
9 Water / Boaa 25% Not more than 7.0% w/w /

He 6onee 7,0 %

10 | Residual solvents by GC/ OcTaTo4HbIe OpraHNYecKne pacCTBOPUTEH

Isopropyl alcohol /
H3zonponaxnon

05 pg/tab /
05 Mkr B TabneTke

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

Remarks: The Product conforms to ND/
ITpumeuanue: [Iponykt cooTBeTcTBYeT Tpebopanusam HJT

Conclusion: APPROVED /
3axawuenne: OJIOBPEHO

Prepared by /
IToxgrotoeneno: Ankaj Verma

Lo

~

Checked by /
ITpogepeno: Santosh Kumar

Approved by: Manager/Executive /
Onobpeno: Menemxkep / PykoBogutenb
Manoj Kumar ¥ [‘

gl

Reprint Date /
JHara: 19.10.2023

Maurya @11_,
Reprint Date /

Jlata: 19.10.2023

Reprint Date /
Hara: 19.10.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: 191 40 4900 2900, Faa. +91 40 4900 2998, Erall. 1ndll@ Ui redudys.cumm

CIN: L85195AP1984PLC004507
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
Tel : 491 98166 56001-02

CEPTUDOHUKAT AHAJIM3A

www.drreddys.com

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Tpoaykr: Keropon™ Dkenpecc (keroponak) tabierku, gncrneprupyemsie B mojocTH pra, 10 Mr

BatchNo / : V2301979 Batch Quantity / : 3600000 tab /
Cephs No O6nem cepun 3600000 Tab
Analytical Report No / : 890001694824 Date of Analysis / : 19.10.2023
Agamrnyeckui vryer N Jara anasusa

Date of Manufacture / : Sep. 2023 Date of Expiry / : Aug. 2025
JarAa nponssoacTea TI'onen po

Analysis performed according ND / Anuanns nposeaen no HJI:
JII1-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / usmenenne Nel ot

27.12.2021, uzmenenne Ne2 or 11.11.2022)

Page 6 of 8/ C1p. 6 m3 8

11 | Microbial enumeration tests / MukpoGuosiornyeckas YucTora*

a) Total Aerobic Microbial

Not more than 1000 CFU/g /

12 Uniformity of dosage units /

Count / O6uiee uucno NA He 6onee 1000 KOE/r
a3pOOHBIX MHKPO-
OpraHH3MOB
b) Total Combined Yeast Not more than 100 CFU/g /
and moulds count / O6iee NA He 6onee 100 KOE/r
YHCTIO IPOXOKEBBIX U
IUIECHEBBIX IpuboB
¢) Escherichia Coli NA Shell be absent in 1 gram /
OrcyrctBHE B 1 T
2.5 Acceptance value (AV) not more than

15.0 / IlprieMouHoe 3Hadenue (AV) He

OagnopoagHoCTh
JO3HPOBaHMSI 6onee 15,0.
13 Assay / KonuyecTBeHHOE 10.2 mg/ 10.2 mr From 90mg to 11.0mg of
(101.9 %) C15H13N03‘C4H“NO3 (ketorolac

onpeaesieHue

tromethamine) (from 90.0 to 110.0 % of
the label claim) per a tablet / Ot 9,0 Mr
o 11,0 Mr C15H13NO3'C4H11NO3
(xetoponaka TpomeTaMuH) (oT 90,0 o
110,0 % oT 324B/IEHHOTO KONUYECTBA) B
TabneTke

Remarks: The Product conforms to ND/
ITpumeuanue: IIpoaykt cooTrercTByeT TpeboBanusam HJT

Conclusion: APPROVED /
3akiaoyenne: OJJOFPEHO

Prepared by /
ITonroroeneHo: Ankaj Verma

Checked by /
ITposepeno: Santosh Kumar

Approved by: Manager/Executive /
Onobpeno: Menemxkep / PykoBoauTenb
Manoj Kumar

r%: mf—/j

p
Reprint Date /

Tlata: 19.10.2023

Maurya
C2
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: L85195AP1984PLC004507
www.drreddys.com




Dr.Reddy’s Qf:"

CERTIFICATE OF ANALYSIS
CEPTHOHUKAT AHAJIM3A

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

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

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Iponykr: Ketopon® Dkcnpecc (keToposak) TableTkd, AUCTIEPTHPYEMBIE B TIOJIOCTH pTa, 10 mMr

Batch No / : V2301979 Batch Quantity / : 3600000 tab /
Cepus Ne O6nem cepuu 3600000 Tab
Analytical Report No / : 890001694824 Date of Analysis / : 19.10.2023
AHanuTnyecKni oT4yeT Ne Jara ananm3za

Date of Manufacture / : Sep. 2023 Date of Expiry / : Aug. 2025
Jara npou3BoaCTBA T'onen po

Analysis performed according ND / Ananu3 nposenen mo HJI:
JIII-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / u3amenenne Nel ot

27.12.2021, nsmenenne Ne2 ot 11.11.2022)

Page 7 of 8 /Crp. 7 n3 8

14 | Butylhydroxyanisole

0.0963 mg/tab /

Not less than 0.042 mg/tab /
He menee 0,042 Mr B Tabnetke

desiccant/HDPE) foil // (PE/AL)
foil. 2 blisters with patient
information leaflet in a carton
pack. / Ilo 10 Tabnerox B
6mucrepe w3 (IIA/AJVIID ¢
prnaronornoturenem/I13BIT)
¢oneru // (II3/AJ1) ¢oneru. Ilo
2 6muctepa ¢ MHCTpYKUMeEU IO
IIPUMEHEHHIO B Tauky
KapTOHHYIO.

content / Copaepxanue 0.0963 mr B TabneTke
GyTHArMAPOKCHAHU30J12
15 | Package/ ¥YnakoBka 10 tablets in a blister of | 10 tabletsin a blister of (PA/AL/PE with
(PA/AL/PE with | desiccant/HDPE) foil // (PE/AL) foil. 1

or 2 blisters with patient information
leaflet in a carton pack. / ITo 10
Tabnerok B 6nucrepe u3 (IIA/AJI/IID ¢
pnaronorynorurenem/IISBIT) ¢onsru //
(II3/AJ1) donbru. ITo 1 wiu 2 6iuctepa
C MHCTPYKIMEH II0 NPUMEHEHMIO B
Na4Ky KapTOHHYIO.

16 | Labeling / MapkupoBka

According to ND / B cootseTctBuu ¢ H]J

17 | Storage conditions /
XpaHenue

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

18 | Shelf life / Cpok rognocru

2 years / 2 rona

each 20th batch, or for one batch in a year whichever is earlier.
* JIpu BBIDYCKE JIEeKAPCTBEHHOIO NpenapaTa KOHTPOAb KayecTBa N0 mokasaresii «Mukpobuonoruyeckas

YHUCTOTa» NPOBOAUTCH IJIst Kaxnoii 20-oii CEpHH, UJIH QI OAHOM CEpHH B roa, B 3aBUCUMOCTH OT TOrQ, YTO

HACTYIUT paHblile,

-

* At product release the quality control as per the parameter « Microbial enumeration tests» is performed for

Remarks: The Product conforms to ND/ Conclusion: APPROVED /
ITpumeuanue: [IpogykT cooTBeTCTBYET TpeboBanusam HJT 3axarwuenue: OJJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
Iloaroroeneno: Ankaj Verma | Ilposepeno: Santosh Kumar | Ono6peno: Menemkep / PykoBoauTesnsb
Maurya Manoj Kumar /7
& = M et
Ll SR

Reprint Date / Reprint Date / Reprint Date /
Jara: 19.10.2023 Jara: 19.10.2023 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 4U 4900 2Y9Y, Email: mall@drreddys.com

CIN: L85195AP1984PLC0O04507
www.drreddys.com




Q.. Dr. Reddy's Laboratories Ltd.

/ *® Formulation Unit-6

Dr' Reddy s -. Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA

CERTIFICATE OF ANALYSIS " o1 os1cc ccno1.00
CEPTU®UKAT AHAJIA3A N e

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
IpoeAykr: Keropon® Dkenpecc (keToponak) TabneTkH, AMCIEPrUPYEMBIE B OJIOCTH pTa, 10 Mr

BatchNo / : V2301979 Batch Quantity / : 3600000 tab /
CepHi Ne O0bem cepun 3600000 Tab
Analytical Report No / : 890001694824 Date of Analysis / : 19.10.2023
AnaJlTHYeCKHii oTUeT No JlaTa ananu3za

Date of Manufacture / : Sep. 2023 Datc of Expiry / : Aug. 2025
Jata npousBoacTea I'onen 1o

Analysis performed according ND / Ananus nposexen no HJI:
JIII1-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / usmenenne Nel ot

27.12.2021, uamenenune Ne2 or 11.11.2022)

Page80of8/Crp.8 u3 8
API name / HaumenoBanue APC: Ketorolac tromethamine / Ketoponaka
TPOMETaMUH

INN / MHH: Ketorolac / Ketopomnak

API manufacturer batch number /

Homep cepun npoussoaurens APC: iR

FP Manufacturer API Batch number /

Homep cepuu cy6cranuuu npouspoaurens LJID: S asD

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

IIponssogureas A®PC, crpana: JI-p Pennu'c Jla6oparopuc JIta., Muaus
Remarks: The Product conforms to ND/ Conclusion: APPROVED /
IIpumeuanue: [Ipoaykr coorBeTcTBYET TpeboBanmsam HJT 3axawuenue: OJIOBPEHO
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