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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 : 491 98166 56001-02

CEPTHOUKAT AHAJIU3A

www.drreddys.com

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
IpoaykTt: Ketopon® Okcnpecc (keToponak) TabaeTky, AHCIeprupyeMble B ONOCTH pTa, 10 Mr

Batch No / : V2301889 Batch Quantity / : 3600000 tab /
Cepnsa Ne O61eM cepun 3600000 Tab6
Analytical Report No / : 890001689487 Date of Analysis / : 28.09.2023
AHaauTHYecKHii oTyeT No JlaTa anajm3a

Date of Manufacture / : 09.2023 Date of Expiry / : 08.2025
JaTa npou3BoacTBa Tonen no

Analysis performed according ND / Anann3 nposeaen no HJI:
JII1-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / n3menenue Nel ot

27.12.2021, u3zmenenue Ne2 ot 11.11.2022)

Page10f8/Crp.1m38

Y®-crnekrpodoromerpus

1;,? Test / IlokasaTens Results / Pe3ynbTaTsl Specification / Hopma
1 Description / OnucaHue Light yellow round flat beveled | Light yellow round flat beveled tablets
tablets with "|" debossed on one | with "' debossed on one side. /
side. / Kpyrasle, rmiockue | Kpyriste, mnockue TabneTku ¢ dpackoii,
TabNneTkH ¢ QacKoif, CBETIO- | CBETNIO-XKENTOro LIBETA C IPABUPOBKOMH
XKEJITOr0 IBeTa C TPaBHPOBKOM | «|» Ha OAHOMH CTOpPOHE.
«l» Ha omHOM CTOpOHE.
2 Identification / I[TonTMHHOCTD
Ketorolac / Kemoponaxk
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®-crekTpsl
MOTJIOLIEHHS HCITBITYEMOr0 pacTBopa 1
pacTBOopa  CTaHHapTHOro  obpasia
KETopoJjiaka TpOMETaMHHAa AOJDKHEI
MMETh MaKCHMYMBI TP O/IHOH 1 TOH X€'
JJIRHE BOJHBI (£ 2 HM). ’

Remarks: The Product conforms to ND/

IMpumeuanue: [TpoaykT cooTBeTcTBYET TpeboBanusm HJL

Conclusion: APPROVED /
3akmouenne: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /

IToarotrorneno: Santosh Iposepeno: Pardeep Kumar | Ono6peHo: Menemxkep / Pykoppautens

Kumar Maurya ! Manoj Kumar - LU-L{P
—— :

Reprint Date / Reprint Date / Reprint Date /

Hata: 21.10.2023 Jarta: 21.10.2023 JHara: 21.10.2023

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

CIN: L85195AP1984PLC0O04507
www.drreddys.com



Dr.Reddy’s Q':‘

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

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

CERTIFICATE OF ANALYSIS
Tel : +91 98166 56001-02
CEPTUQUKAT AHAJIM3A o drreddys.com

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Hpomykr: Ketopon® Okenpecc (keToponak) TabaeTky, AUCIIEPrHpyeMBI€ B MOJOCTH pra, 10 Mr

Batch No / : V2301889 Batch Quantity / : 3600000 tab /
Cepus Ne O6bem cepun 3600000 Tab
Analytical Report No / : 890001689487 Date of Analysis / : 28.09.2023
AnaguTHdecknii oTyer Ne JaTta aHangu3a

Date of Manufacture / : 09.2023 Date of Expiry / : 08.2025
JdaTa npousBoacTBa T'onen o

Analysis performed according ND / Anann3 nposenen no HJ/I:
JII1-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / uamenenmne Nel ot

27.12.2021, usmenenue Ne2 or 11.11.2022)

Page2 of § /C1p.2 n3 8

No

No Test / [loka3aTenn

Results / Pe3ynbraThl

Specification / Hopma

b) By HPLC/B3XX

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). / BpeMmsa  yZepXHBaHHUA
OCHOBHOIO INHWKAa Ha XpOMaTorpaMme
HCMBITYEMOTO  PacTBOpa  JOJXKHO
COOTBETCTBOBATb BpPEMEHHI
yOEepXUBaHHA OCHOBHOTO IHKa Ha
XpoMaTorpaMmme pacTBopa
CTaHOApPTHOT'O KeTopoJaKa
TpOMETaMHHA (paznen
«KonuuecTBeHHOE ONpeIEICHHE).

obpazua

Remarks: The Product conforms to ND/

[Mpumeuanue: [IpoaykT coorBeTcTBYeT TpeboBaHusIM HJL

Conclusion: APPROVED /
3axmouenne: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
TMoarorornexo: Santosh IMpoBepeno: Pardeep Kumar | Ono6peHo: MeHemkep / PykoBoguTens
Kumar Maurya Manoj Kumar / i, uﬁ _
Reprint Date / Reprint Date / Reprint Date /

Jara: 21.10.2023 Jlara: 21.10.2023 Jara: 21.10.2023

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 €3¢

CERTIFICATE OF ANALYSIS

CEPTHOHNKAT AHAJIM3A

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
Ipoayxr: Ketopon® Dkenpecc (keToponak) TabaeTkH, AUCIEprUpyeMble B ONOCTH pTa, 10 Mr

Batch No / : V2301889 Batch Quantity / : 3600000 tab /
Cepus Ne O6bem cepuu 3600000 Tab
Analytical Report No / : 850001689487 Date of Analysis / : 28.09.2023
AHaJMTHYEeCKHI oTUeT No Jara ananusza

Date of Manufacture / : 09.2023 Date of Expiry / : 08.2025
JlaTa npoH3BOACTBA I'open no

Analysis performed according ND / Ananu3 nposenen nmo HJ/I:
JII1-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / uamenenne Nel ot
27.12.2021, usmenenue Ne2 ot 11.11.2022)

Page3 of8/Crp.3 n38

i.oo Test / Iloka3zaTenab Results / Pesyneratsl Specification / Hopma

3 Identification Complies / CooTBeTCTBYET The  retention  times of  2-
Butylhydroxyanisole / butylhydroxyanisole and 3-
INoanunHOCTD butylhydroxyanisole peaks on the
Oy THJITHAPOKCHAHH30J1 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 yHmepXWBaHHUA
MHKOB  2-OyTHUNTHAPOKCHAaHMU30/Ia H
3-6yTHArUIPOKCHAHH30JIa Ha
XpoMaTorpaMmme HCIIBITYEMOTO
pacTBOpa IODKHBl COOTBETCTBOBATD
BpeMeHaM YAEpKHBaHUA IIIKOB
2-6yTUNTUAPOKCUaHN30T1a U
3-6yTHATHAPOKCHAHN30IIa Ha
XpoMarorpaMmme pacTBopa
CTaHAAPTHOTO obpasia
Oy TUATHUAPOKCHAHU301Ia (paznen
«Conepxanne

OYTUIITHAPOKCHAHHA30JIAM).

macca

4 Average weight / Cpegusis

69.8 mg / 69.8 Mr

67.2 mg to 72.8 mg (70.0 mg = 4.0 %)./
0Ot 67,2 mMr no 72,8 Mr (70,0 Mr £ 4,0 %).

Remarks: The Product conforms to ND/
[Tpumeuanue: [Ipoaykt coorBeTcTBYeT TpeboBanusm HJT

Conclusion: APPROVED /
3akmrouenue: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
IMoxrorosnexno: Santosh IIposepeno: Pardeep Kumar | OnobpeHo: Menemxep / Pykosopiurens
Kumar Maurya Cé fj Manoj Kumar ?1 3 n ﬁ
Reprint Date / Reprint Date / = Reprint Date /

Hara: 21.10.2023 Hara: 21.10.2023 Hara: 21.10.2023

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

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

CERTIFICATE OF ANALYSIS 1.1 191 98166 56001.02
CEPTHO®UKAT AHAJIM3A  \uw.drreddys.com

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykt: Keropon® Dxcmpecc (keToposak) TabneTkH, AUCIeprupyeMelie B NONOCTH pTa, 10 Mr

Batch No / : V2301889 Batch Quantity / : 3600000 tab /
Cepus Ne O06bem cepun 3600000 Tab
Analytical Report No / : 890001689487 Date of Analysis / : 28.09.2023
ApaJuTHYecKHH oTueT No Jlara anaiu3za

Date of Manufacture / : 09.2023 Date of Expiry / : 08. 2025
JaTa npou3BoacTBa T'onen no

Analysis performed according ND / Ananu3 nposeaen mo HJ/L:
JI1-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / n3menenne Nel or

27.12.2021, namenenue Ne2 ot 11.11.2022)

Page4 of 8/ C1p. 4 u3 8

1;.‘? Test / [Toka3aTennb Results / Pe3ynbsTaThl Specification / Hopma
Uniformity of weight / Complies / CooTBETCTBYET 18/20 tablets - not more than = 10 %
OaHOpOAHOCTHL Macehl 2/20 tablets - not more than + 20 % /

18/20 Tabrerox — He 6onee + 10 %
2/20 Tabnetrox — He Gonee + 20 %
5 Disintegration time / 00 min 20 sec / 00 mun 20 cex Not more than 3 min / He 6onee 3 mux
Pacnagaemoctnb
6 Dissolution / PacTBopenne Unit-1/ Ta6n-1 100% Not less than 75% (Q) of
. CisH3NO1+C4H 1 NO3 (ketorolac
Unit-2 / Ta6n-2 102% tromethamine) in 15 min / He menee
Unit-3 / Ta6n-3 101% 75% (Q)  CisHisNO3*C4H1NO3
i (keToponaka ~ TpOMETaMMH)  4epes
Unit-4 / Tabn-4 101% 15 MHH
Unit-5 / Tabn-5 102%
Unit-6 / Tabn-6 102%
7 Fineness of Dispersion/ Complies / CooTBeTCTBYET A uniform suspension passing through a
JAucnepcHocTh 710 pm sieve is formed. / O6pasyercs
OIHOPOJHAs CYCHEH3Ms, NPOXOAAIas
CKBO3b CHUTO C pa3MepoM OTBEpPCTHUi
710 MKM.

Remarks: The Product conforms

ITpumeuanue: Ilpoaykr coorseTcTByeT TpeboBanuam HJI

to ND/

Conclusion: APPROVED /
3axmoyenne: OJJOBPEHO

Prepared by /
IMoarorosneHo: Santosh

Kumar Maurya @\
=

Checked by /

Iposepeno: Pardeep Kumar
D

==

Approved by: Manager/Executive /
Ono6peno: Menemxep / Pykoroaurens
Manoj Kumar = )

Lot

Reprint Date /
Hara: 21.10.2023

Reprint Date /
Hara: 21.10.2023

Reprint Date /
Jara: 21.10.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4300 2999, Email: mail@drreddys.com

CIN: L85195AP1584PLC004507
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
Tel : 491 98166 56001-02

CEPTHOUKAT AHAJIM3A

www.drreddys.com

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Hpoaykr: Ketopon® Okcnpecc (keToposnak) TablaeTkH, AUCTIeprupyeMbie B TIOJIOCTH pTa, 10 mMr

Batch No / : V2301889 Batch Quantity / : 3600000 tab /
Cepus Ne Oo6bem cepuu 3600000 Tab
Analytical Report No / : 890001689487 Date of Analysis / : 28.09.2023
AnannTudeckKui oTuer Ne MaTta anannsa

Date of Manufacture / : 09.2023 Date of Expiry / : 08.2025
JaTa npou3BoacTBa T'onen no

Analysis performed according ND / Anann3 nposenen no H/I:
JIT1-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / uzmenenne Nel ot

27.12.2021, namenenne Ne2 ot 11.11.2022)

Page 5 of 8/ Ctp. Su3 8

8 Related impurities / PoncTBeHHbIe IpUMecH

l—rnupoxcnaﬁa.nor

ketorolac 1-hydroxy analog /

Below LOQ (LOQ = 0.0032 %) /
Huxe npenena KOMHUYECTBECHHOTO

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

KETOpoJaKa
onpeaenenus (ITKO = 0.0032 %)

ketorolac 1-keto analog/ Not more than 0.8 % / He 6oxee 0,8 %
1-KeToaHANOr KETOpoaKa 0.03%
Any unidentified impurity / Not more than 0.5 % / He 6onee 0,5 %
e IUHUYHas 0.02 %
HeHeHTHDUIMPOBaHHAS
MPUMECH
Total impurities / 0.0479 % Not more than 1.0 % / He 6omnee 1,0 %
CymMa npumeceit

9 Water / Boxa 2.7% Not more than 7.0% w/w /

He 6onee 7,0 %

10 | Residual solvents by GC/ OcTtaTouHble OpraHu4ecKHe pacTBOPHTE/NU

Isopropyl alcohol /
Hzonponanon

8 ug/tab /
8 MKT B TabJeTKe

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

Remarks: The Product conforms to ND/
[Tpumeuanue: [IpogykT coorBeTcTBYET TpeboBanusm HJL

Conclusion: APPROVED /
3axknouenne: OJJOGPEHO

Prepared by /
IMoaroroeneHo: Santosh

Kumar Maurya %

Checked by /
IIposepeno: Pardeep Kumar

o

Approved by: Manager/Executive /
Onobpeno: Menemxkep / PykoBoanTesns

Manoj Kumar ﬁ"h Lo

Reprint Date /
Jata: 21.10.2023

Reprint Date /
Hara: 21.10.2023

Reprint Date /
Jara: 21.10.2023

Regislered Office: 8-2-837, Rudu Nu. 3, Bdrijaid Hills, Hyderabad - 500034, Telangana, hidia
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLC0O04507

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 : +91 98166 56001-02

CEPTUOHUKAT AHAJIM3A

www.drreddys.com

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Hpoaykr: Ketopon® Dkenpece (keToponak) TabneTkH, AUCNEPTUPYEMbIE B MOJNOCTH pTa, 10 mMr

Batch No / : V2301889 Batch Quantity / : 3600000 tab /
Cepus Ne Oo6Bem cepuu 3600000 Tab
Analytical Report No / : 890001689487 Date of Analysis / : 28.09.2023
AnanuTudyeckunii oryer Ne JlaTa anaau3a

Date of Manufacture / : 09. 2023 Date of Expiry / : 08.2025
JlaTa npoHn3BoACTBA Tonen no

Analysis performed according ND / Ananus nposenen mo H/I:
JITI-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / uamenenune Nel ot

27.12.2021, namenenue Ne2 or 11.11.2022)

Page 6 of 8 / Ctp. 6 u3 8

11 Microbial enumeration tests / MukpoGuoJyiornyeckas yucrora*

a) Total Aerobic Microbial

Not more than 1000 CFU/g /

Count / Obmiee gucno NA He 6onee 1000 KOE/r
a3pOOHBIX MHKPO-
OpraHu3MOB
b) Total Combined Yeast Not more than 100 CFU/g /
and moulds count / O61uee NA He 6onee 100 KOE/r
YHCIIO OPOXIKEBBIX U
[UIECHEBBIX TpUOOB
c) Escherichia Coli NA Shell be absent in 1 gram /
OrcyrctBue B 1 1
12 | Uniformity of dosage units / 5.2 Acceptance value (AV) not more than

onpeaesieHue

OaHopogHOCTH 15.0 / IlpuemMouHoe 3HaueHue (AV) He
J03HPOBaHMS 6ousee 15,0.
13 | Assay/KonnuecTBeHHOE 10.0 mg / 10.0 mr From 90mg to 11.0mg of
(100.2 %) CisH;3NO3CsH 11 NO;3 (ketorolac

tromethamine) (from 90.0 to 110.0 % of
the label claim) per a tablet / Ot 9,0 MT
o 11,0 Mr Ci1sH13NO3*C4H 1 1NO;3
(ketoponaka tpoMeramuH) (oT 90,0 mo
110,0 % OT 3agBJIEHHOIr0 KOIUIECTRBA) B
TabyeTke

14 Butylhydroxyanisole
content /

Conepxanne
Oy TMITHAPOKCHAHH30JIA

0.1012 mg/tab /
0.1012 mr B TabneTKe

Not less than 0.042 mg/tab /
He meree 0,042 Mr B TabeTke

Remarks: The Product conforms to ND/
[Tpumeuanue: IIpoaykr coorBeTcTBYeT Tpebosanusam HJI

Conclusion: APPROVED /
Zaxmouenne: OJJOBPEHO

Hara: 21.10.2023

Prepared by / Checked by / Approved by: Manager/Executive /
Ioarotosneno: Santosh I[Mposepeno: Pardeep Kumar | OgobpeHo: Menemxep / Pykosogutens
Kumar Maurya @% _ Manoj Kumar W
Reprint Date / Reprint Date / Reprint Date /

JlaTa: 21.10.2023

Jara: 21.10.2023

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: L85195AP1984PLC0O04507

www.drreddys.com



Dr.Reddy’s “:'.

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

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

CERTIFICATE OF ANALYSIS 1. .91 98166 56001-02

CEPTUOPUKAT AHAJIN3A

www.drreddys.com

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Hponykr: Keropon® Jkcnpecc (ketoponak) TabIeTkH, AUCTIEPTUPYEMBIE B MOJIOCTH pTa, 10 Mr

Batch No / : V2301889 Batch Quantity / : 3600000 tab /
Cepus Ne O0Bem cepun 3600000 Tab
Analytical Report No / : 890001689487 Date of Analysis / : 28.09.2023
AHanuTHYecKHH oTyeT Ne Jarta anannsa

Date of Manufacture / : 09.2023 Date of Expiry / : 08.2025
JlaTa npon3BoacTBa I'oaen mo

Analysis performed according ND / Anann3 nposeaen no H/I:
JITI-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / m3menenne Nel ot

27.12.2021, usmenenue No2 ot 11.11.2022)

Page 7 of 8/ Ctp. 7 n3 8

15

Package / Ynakopka

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 Tabnetox B
omuctepe w3 (ITA/AJVIID ¢
piaromnornorurenem/I15BIT)

doneru // (I12/AJ1) ¢onsru. Ilo
2 6muctepa ¢ WHCTPYKLHMER IO
TPUMEHEHHIO B TavyKy

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. / [lo 10
tabneTok B 6nuctepe u3 (ITA/AJUIID ¢
srnaronortorurenemM/[I9BII) ¢onsru //
(TI5/AJ) poneru. ITo 1 wnu 2 6auctepa
¢ WHCTPYKLMEH I0 NPUMEHEHHIO B
Aa4Ky KapTOHHYO.

KapTOHHYIO.

16

Labeling / MapkupoBka

According to ND / B cootBerctBuu ¢ HJ

17

Storage conditions /
XpaHeHue

Below 25 °C. / Tlpu Temnepatype He Bbitue 25 °C.

18

Shelf life / Cpok rogHocTH

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 BBIYCKe JIEKAPCTBEHHOr0 NpeapaTa KOHTPOJIb KayecTBa N0 Nokasarenio «Mukpobuoaoruyeckas

YUCTOTA» NPOBOAHUTCS AJIs1 Kaxaoi 20-oii cepuM, HJIH AJis1 oaHoit CEpPHH B Irofl, B 3aBUCHMOCTH OT TOro0, 4TO
HACTYOHUT paHbIIE.

Remarks: The Product conforms to ND/
[Tpumeuanue: [Mpoaykr coorercTBYET Tpebopanusam HJ|

Conclusion: APPROVED /
Zakmouenne: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
IToarorosneno: Santosh IMposepeHo: Pardeep Kumar | OmobpeHo: Menemxkep / PykosoauTtens
Kumar Maurya /jﬁ, Manoj Kumar am
Reprint Date / Reprint Date / Reprint Date /

JHata: 21.10.2023 Hara: 21.10.2023 Hara: 21.10.2023

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: L85195AP1984PLC0O04507

www.drreddys.com



Dr.Reddy’s ‘;’.

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

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

CERTIFICATE OF ANALYSIS
Tel : +91 98166 56001-02
w www.drreddys.com

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykr: Keropon®™ Dkcnpecce (keToponak) TabieTKH, AUCIIEPrUpyeMbIe B MOJOCTH pTa, 10 Mr

Batch No / : V2301889 Batch Quantity / : 3600000 tab /
Cepus Ne O6bem cepun 3600000 Tab
Analytical Report No / : 890001689487 Date of Analysis / : 28.09.2023
AHauTHYecKHH oTueT No Jara ananuza

Date of Manufacture / : 09.2023 Date of Expiry / : 08.2025
JaTa npon3BoACTBA Tomen xo

Analysis performed according ND / Anann3 nposeaen mo HJI:
JII1-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / u3menenne Nel ot

27.12.2021, uamenenue Ne2 or 11.11.2022)

Page 8 of 8 / C1p. 8§ m3 8

API name / Haumenosaune ADC:

Ketorolac tromethamine / Ketoponaka

Homep cepuu cy6ecTanuuu npoussoauteas IJID:

TPOMETAMUH
INN / MHH: Ketorolac / Keropomnak
API manufacturer batch number /
Homep cepuu npousBoauTtesst A®C: ABQHO03987
FP Manufacturer API Batch number / FEQA00434

API Manufactured by & country /
IIpousBoautenn A®C, cTpana:

Dr. Reddy's Laboratories Ltd., India /
J-p Penyu'c Jlabopatopuc JIta., Unaus

Remarks: The Product conforms to ND/
Ipumeuanue: [Tpoaykt coorBercTByeT TpeboBanusiM HJ

Conclusion: APPROVED /
3akmouenne: OJJOGPEHO

Prepared by / Checked by / Approved by: Manager/Executive /

INoxarorosneno: Santosh IMposepeno: Pardeep Kumar | Ono6peHo: MeHemxep / Pykosoauntensb
D ! ,

Kumar Maurya @;_/f Manoj Kumar Jh vl

Reprint Date / Reprint Date / Reprint Date /

Jara: 21.10.2023 Jara: 21.10.2023 Hara: 21.10.2023
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Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLC004507
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