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

CEPTUO®HUKAT AHAJIM3A

www.drreddys.com

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Hpoaykr: Keropon® Dkcnpece (keTopoiak) TableTKH, AUCEPrUpyeMble B MOJIOCTH pTa, 10 Mr

Batch No / : V2301977 Batch Quantity / : 3600000 tab /
Cepus Ne O61bemM cepun 3600000 Tab
Analytical Report No / : 890001693632 Date of Analysis / : 12.10.2023
AHanuTHYeCKHi oT4eT Ne JaTta ananuza

Date of Manufacture / : 09-2023 Date of Expiry / : 08-2025
Jata nponsBoacTBa T'onen o

Analysis performed according ND / Ananns nposeaen no H/L:
JINI-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / usmenenune Nel ot

27.12.2021, uzmenenne Ne2 ot 11.11.2022)

Page1of 8§/ Crp.1mn38

YV ®-cnexrpodoromeTpust

1;: Test / Iloka3aTens Results / Pe3ynbTaThl 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. / Kpyrwse, miockue | Kpyrisle, miockue TabneTku ¢ dpackoii,
TabgeTkn ¢ (ackoi, CBETIO- | CBETJIO-XKENTOTO LBETA C TPaBHPOBKOA
MEeJITOro LBETa C PaBUPOBKOM | «l» Ha omHOM CTOpOHE.
«l» Ha OJTHOH CTOpOHE.
2 Identification / [TogmMHHOCTE
Ketorolac / Kemoponaak
a) ByUV/ Complies / COOTBETCTBYET UV spectra of the test solution and

ketorolac  tromethamine  standard
solution should have peaks at the same
wavelength (£ 2 nm). / V®-cnexTpsl
MOIJIOLIEHUS UCIIBITYEMOTO pacTBOpa 1
pactBopa  craHmapTHoro  ofpasmna
KETOPOJIAka TPOMETAMHHA JIOJKHBI
HAMETH MaKCUMYMBI I OHOH U TOH xe
JUIUHE BOJHBI (£ 2 HM).

Remarks: The Product conforms to ND/

Ipumeuanue: [TpoaykT cooTBeTcTBYET TpeboBanuam HJI

Conclusion: APPROVED /
3axmouenne: OJJOBPEHO

Prepared by /

IMoarorosneno: Santosh

Kumar Maurya (L
s

Checked by /
Ipoeepeno: Pardeep Kumar

<{ -

Approved by: Manager/Executive /

Ono6peno: Menemicep / PykoBozuresns
Abhishek Chauhank \

Reprint Date /
Hata: 26.10.2023

Reprint Datc /
Hara: 26.10.2023

Reprint Datc /
Hara: 26.10.2023

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: L85195AP1984PLCO0450
www.drreddys.com
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Dr. Reddy's Laboratories Ltd.

@e
Dr. Red dy,s ‘.... Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P,, 173 205, INDIA
CERTIFICATE OF ANALYSIS  Tel:+91 98166 56001-02
CEPTHOUKAT AHAJIM3A www.drreddys.com

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykr: Keropon® Dkcnpecc (keTopoiak) TabIeTKH, AUCTIEPIHPYEMBIE B IONOCTH pTa, 10 Mr

Batch No / : V2301977 Batch Quantity / : 3600000 tab /
Cepus Ne Ob6bem cepun 3600000 Tab
Analytical Report No / : 890001693632 Date of Analysis / : 12.10.2023
AdaauTHyecknii oTyeT Ne Jlara apanu3a

Date of Manufacture / : 09-2023 Date of Expiry / : 08-2025
HaTta npoun3BoacTBa T'open o

Analysis performed according ND / Ananu3 nposeaen mo HJ/I:
JITI-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / uamenenue Nel ot
27.12.2021, usmenenue Ne2 ot 11.11.2022)

Page2 of 8 /C1p.2n3 8

No

No Test / IlokazaTean Results / Pe3ynbTaThl 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). / Bpems yIZepXHBaHHS
OCHOBHOT0 MHKAa Ha XpoMaTorpamme
HCIBITYEMOTO  pacTBOpa  JOJDKHO
COOTBETCTBOBATh BpEeMEHHU
VIOEPXKHUBAHUA OCHOBHOTO IMKa Ha
XpoMaTorpaMmme pacTeopa
CTaHgapTHOro ofpasla KeTopojaka
TpoMeTaMHHa (pa3men
«KonmgecTBeHHOE ONpENIETICHUEN).

Remarks: The Product conforms to ND/ Conclusion: APPROVED /
TTpumeuanue: [Iponykr cooTBercTBYeT Tpebosanusam HJT 3axkmouenne: OJIOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /

[Moaroroeneno: Santosh IMpoeepeno: Pardeep Kumar | OnobpeHo: Menegpkep / Pykoponurens
Kumar Maurya @’k I Abhishek Chauhak\

-— —
—1

Reprint Dato / Roprint Date / Reprint Date /
JHara: 26.10.2023 Jata: 26.10.2023 Hata: 26.10.2023

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 “:‘.

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

CEPTUOUKAT AHAJIM3A

www.drreddys.com

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Hponykr: Ketopon® Dkcmpecc (keToposak) TabaeTKH, AUCIEPrHpyeMbic B MOMOCTH PTa, 10 mr

Batch No / : V2301977 Batch Quantity / : 3600000 tab /
Cepus Ne O0bem cepHd 3600000 Tab
Analytical Report No / : 890001693632 Date of Analysis / : 12.10.2023
AnanuTHyecKdil oT4eT Ne JlaTa ananu3za

Date of Manufacture / : 09-2023 Date of Expiry / : 08-2025
JlaTa npoH3BOACTBA I'open 1o

Analysis performed according ND / Ananus nposenen nmo H/I:
JIT1-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / n3menenne Nel ot
27.12.2021, nameneune Ne2 ot 11.11.2022)

Page3 of 8/ Crp.3 u3 8

1;.? Test / IlokazaTens Results / Pe3ynbrathl Specification / Hopma
3 Identification Complies / CooTBeTCTBYET The  retention  times of  2-
Butylhydroexyanisole / butylhydroxyanisole and 3-
MoaHHHOCTD butylhydroxyanisole peaks on the
OyTHATHAPOKCHAHH30JI 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 yIepKHBaHHS
NUKOB  2-OyTHUITHAPOKCHAHU30NAa H
3-6y TUITHOPOKCHAHU30M1a Ha
XpoMatorpaMme HCITBITYEMOTO
pacTBopa JAOMKHBI COOTBETCTBOBATH
BpeMeHaM yIep)KUBaHUs NIMKOB
2-6yTHATHAPOKCHAHU30.1a 7]
3-6yTWITHIPOKCHAHH301a Ha
XpoMaTorpamme pacTBopa
CTaHJAPTHOIO obpazia
OYTHIATUAPOKCHAHU30]Ia (paznen
«CopepxaHue
GYTHITHAPOKCUAHH30JIAY).
4 Average weight / Cpeauss 69.6 mg / 69.6 Mr 67.2 mg to 72.8 mg (70.0 mg + 4.0 %)./
Macca OT167,2 Mr 10 72,8 mMr (70,0 Mr £ 4,0 %).

Conclusion: APPROVED /
Zakmouenne: OJJOBPEHO

Remarks: The Product conforms to ND/
ITpumeuanue: [Iponykr coorBercTByeT TpeboBanusam HJI

Prepared by / Checked by / Approved by: Manager/Executive /
Ioaroroeneno: Santash ITposepeno: Pardeep Kumar | Ogo6peno: Menemxkep / Pykosoautens
Kumar Maurya - Abhishek Chauhank

J‘_T.// '\V- \
Reprint Date / Reprint Date / Reprini Date / \
Jata: 26.10.2023 Hara: 26.10.2023 Hara: 26.10.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: 491 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLC0O04507
www.drreddys.com



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, INDIA
Tel : +91 98166 56001-02

CEPTU®HUKAT AHAJIN3A

www.drreddys.com

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Mpoaykr: Keropon® Dkcnpecc (keTopoak) TabNeTkH, JUCIIEprupyeMble B MIOJIOCTH pTa, 10 Mr

Batch No / : V2301977 Batch Quantity / : 3600000 tab /
Cepus Ne Oo0BeM cepuu 3600000 Tab
Analytical Report No / : 890001693632 Date of Analysis / : 12.10.2023
AHaJIHTHYECKHIT oTueT No JlaTa anann3a

Date of Manufacture / : 09-2023 Date of Expiry / : 08-2025
JlaTa npon3BoACTBA T'oaen no

Analysis performed according ND / Ananus nposeaen mo HJI:
JII1-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / n3menenne Nel ot

27.12.2021, namenenune No2 or 11.11.2022)

Page40of 8§/ Crp. 4 u3 8
i.oo Test / Ilokazarenn Results / Pe3ynbTaThl Specification / Hopma
Uniformity of weight / Complies / CooTBETCTBYET 18/20 tablets - not more than + 10 %
OJHOpPOAHOCTH Macehl 2/20 tablets - not more than + 20 % /
18/20 Tabnetox — He 6Gonee =10 %
2/20 Tabnetok — He 6oxee = 20 %
5 Disintegration time / 00 min 20 sec / 00 Mun 20 cek Not more than 3 min / He 6onee 3 MuH
Pacnapaemoctnb
6 Dissolution / PacTBopeHue Unit-1/ Tab6n-1 97% Not less than 75% (Q) of
. C15sH13NO3°C4H; 1 NO; (ketorolac
Unit-2 / Tabn-2 97% tromethamine) in 15 min / He menee
Unit-3 / Ta61-3 101% 75% (Q)  CisHisNO3*CsH1NOs
. o (keToponaka  TpOMETaMMH)  4epes
Unit-4 / Tabn-4 100% 15 MuH
Unit-5 / Tabn-5 101%
Unit-6 / Tabn-6 101%
7 Fineness of Dispersion/ Complies / CoOTBETCTBYET A uniform suspension passing through a
HAucnepcHocTh 710 pum sieve is formed. / O6pazyercs
ONHOpOIHAas CYCHEH3Md, Npoxonsias
CKBO3b CHTO C pa3MepoM OTBEpPCTHUH
710 MxMm.

Remarks: The Product conforms to ND/

ITpumeuanmne: IIpoaykT cooTBeTcTBYeET Tpebopanmsam HJI

Conclusion: APPROVED /
Zakmouenune: OJJOBPEHO

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

IMoaroroeneHo: Santosh Ipoeepeno: Pardeep Kumar | OmobpeHo: Menemiep / Pykosoaurens

Kumar Maurya (A [ Abhishek Chauhan K \
— -~ = -

Reprint Nate / Reprint Nate / Reprint Nate / '

Hara; 26.10.2023 Jara: 26.10.2023 Jlata: 26.10.2023

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 €3¢

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

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykt: Keropon® Dkcnpecc (keToponak) TabieTkH, JUcneprupyembie B nonocty pra, 10 mr

Batch No / : V2301977 Batch Quantity / : 3600000 tab /
Cepus Ne O6neM cepun 3600000 Tab
Analytical Report No / : 890001693632 Date of Analysis / : 12.10.2023
Anajutnyeckuii oTyeT Ne Jlara ananusa

Date of Manufacture / : 09-2023 Date of Expiry / : 08-2025
JlaTa npou3BoACTBa T'ogen no

Analysis performed according ND / Ananus nposenen no H/I:
JII1-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / n3menenne Nel ot

27.12.2021, nsmenenne Ne2 ot 11.11.2022)

Page 50f8/Crp.5u3 8
8 Related impurities / PoncTBeHHbIe IpUMeECH
ketorolac 1-hydroxy analog / Not more than 0.5 % / He 6onee 0,5 %
1-rugpokcuaHanor 0.0036%
KETOpoJIaKa
ketorolac 1-keto analog/ 0.04% Not more than 0.8 % / He 6osee 0,8 %
1-KeToaHanor KeToposiaka e
Any unidentified impurity / ~ Not more than 0.5 % / He 6onee 0,5 % |
eIMHUYHASL 0.02 %
HeuaeHTHOUIMPOBaHHAS
NMpUMeCh
Total impurities / 0.1% Not more than 1.0 % / He 6onee 1,0 %
CyMmma npumeceii
9 Water / Bona 2.5% Not more than 7.0% w/w /
He 6onee 7,0 %
10 | Residual solvents by GC/ OcTaTo4yHble OpraHu4ecKue pacTBOPUTEIH
Isopropyl alcohol / 4 ngftab / Not more than 350 pg/tab /
Hzonponanon 4 Mxr B Tabnerke He 6onee 350 Mkr B TabneTke

Remarks: The Product conforms to ND/
Ipumeyanue: [TpoaykT cooTBeTcTBYeT TpeboBaHuaM HJI

Conclusion: APPROVED /
3axmouenne: OJOBPEHO

Jara: 26.10.2023

Hara: 26.10.2023

Prepared by / Checked by / Approved by: Manager/Executive /
[Moarorosneno: Santosh IMposepeno: Pardeep Kumar | OmobpeHo: Menemsep / Pykosoanrens
Kumar Maurya 7 Abhishek Chauhan %

&— C}L»._—’ II\.
Reprint Date / Reprint Date / Reprint Date /

Jara: 26.10.2023

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 ":‘

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

CEPTUOPUKAT AHAJIU3A

www.drreddys.com

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykr: Keropon® Dkcnpece (keToponak) TabneTky, MCeprupyeMble B OJIOCTH pTa, 10 Mr

Batch No / : V2301977 Batch Quantity / : 3600000 tab /
Cepust Ne O6bem cepuH 3600000 Tab
Analytical Report No / : 890001693632 Date of Analysis / : 12.10.2023
AHajiHTHYECKHH oT4eT No JlaTa aHaan3a

Date of Manufacture / : 09-2023 Date of Expiry / : 08-2025
JlaTa npon3BoJcTBa T'onen o

Analysis performed according ND / Ananu3 nposeaen mo HJI:
JITI-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / u3menenue Nel ot

27.12.2021, nuamenenne Ne2 ot 11.11.2022)

Page 6 of 8/ C1p. 6 n3 8

11 | Microbial enumeration tests / Mukpoouosiornyeckas yucrora*
a) Total Aerobic Microbial Not more than 1000 CFU/g /
Count / Obuiee yucio NA He 6onee 1000 KOE/r
a3p0oOHBIX MUKPO-
OpraHHU3MOB
b) Total Combined Yeast Not more than 100 CFU/g /
and moulds count / Ob1ee NA He 6onee 100 KOE/r
YHCHO JPONOKEBBIX U
IUIECHEBBIX IPHOOB
c) Escherichia Coli NA Shell be absent in 1 gram /
OtcyTcTBHE B 1 T
12 | Uniformity of dosage units / 55 Acceptance value (AV) not more than
OaHopoaHoOCTH 15.0 / Ilpuemounoe 3Hauenue (AV) He
NO3UPOBAHUS 6onee 15.0.
13 Assay / KoninuecTBeHHOE 10.1 mg/ 10.1 mr From 90mg to 11.0mg of
onpepeJsieHHe (101.2 %) CisH3NO3*CsH | 1NO3 (ketorolac
tromethamine) (from 90.0 to 110.0 % of
the label claim) per a tablet / Ot 9,0 Mr
no 1 1,0 Mr C15H13N03°C4H11N03
(keroponaka TpometaMuH) (o1 90,0 mo
110,0 % oT 3asBJIEHHOTO KOJIUYECTBA) B
TabneTke
14 | Butylhydroxyanisole 0.0990 mg/tab / Not less than 0.042 mg/tab /
content / CopepxaHue 0.0990 mr B TabneTke He menee 0,042 mr B TabneTke
OYTHArMIPOKCHAHU30JIA

Remarks: The Product conforms to ND/ Conclusion: APPROVED /
[Mpumeuanue: [TponykT cooTseTcTBYET TpeboBaHuaM HJT Zaxmouenne: OJJOGPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
IMoarororneHo: Santosh I[Tposepeno: Pardeep Kumar | OmobpeHo: Menemiep / Pykosonutens
K M A f_ Abhishek Chauhan |

umar Maurya (il , she auhan \\
Reprint Date / Reprint Date / Reprint Date /
JlaTta: 26.10.2023 Jara: 26.10.2023 Jara: 26.10.2023

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 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:+9198166 56001-02

CEPTHO®UKAT AHAJIM3A www.drreddys.com

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Mponykt: Keropon” Dkenpece (keToponak) TadaeTky, JUCneprupyembie B MOJI0CTH pTa, 10 Mr

Batch No / : V2301977 Batch Quantity / : 3600000 tab /
Cepust Ne O0bem cepin 3600000 Tab
Analytical Report No / : 890001693632 Date of Analysis / : 12.10.2023
AHanuTHYECKHH oTyeT Ne Jara ananuza

Date of Manufacture / : 09-2023 Date of Expiry / : 08-2025
JlaTa npon3BOACTBA Tonen no

Analysis performed according ND / Ananus nposeaen no HJI:
JI1-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / u3meHenune Nel ot

27.12.2021, uamenenne Ne2 or 11.11.2022)

Page 7 of 8/ C1p. Tn3 8

15 | Package/ YnakoBka 10 tablets in a blister of | 10 tabletsin 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 Gimctepe u3 (ITA/AJI/IID ¢
pack. / Ilo 10 TabneTok B prnaronornotutenem/I13BIT) donbru //
6mucrepe w3 (ITA/AJVIID ¢ | (IID/AJI) boneru. [To 1w 2 6nucrepa
pnarononioTutenem/I[I13BIT) C MHCTPYKUHMEH [0 MPHMEHEHHIO B
doneru // (I13/AJ]) donsru. Ilo | nauky KapTOHHYFO.

2 6Gnucrepa ¢ WHCTPYKLHEH IO
TpUMEHEHHIO B nayKy
KapTOHHYIO.
16 | Labeling / Mapkuposka According to ND / B coorsercteuu ¢ HJ{
17 | Storage conditions / Below 25 °C. / Tlpu Temneparype He Bbime 25 °C.
Xpanenue
18 Shelf life / Cpok rognocTu 2 years /2 roga

* 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 JIEKAPCTBEHHOTO NMpPeNnapaTa KOHTPOJIb KauecTBa Mo NoKasaTe/io «MuKpoOGHOIOru4ecKas

YHUCTOTAa» NPOBOAUTCS MJI51 Kaxaoit 20-oii CepUH, WU NJIA OJHOI CepHH B Iof, B 3aBUCHMOCTH OT TOro, iTo
HACTYIIUT paHbLIE.

Remarks: The Product conforms to ND/
[pumeyanue: Nponykr cootBeTcTBYET Tpebosanuam H/

Conclusion: APPROVED /
3axurrouenne: OJJOGPEHO

Prepared by /
IMonrorosieHo: Santosh

Kumar Maurya  (@"\
LA

Checked by /
Iposepeno: Pardeep Kumar

Approved by: Manager/Executive /

Opobpeno: Menekép / PykoBoaurenpb
Abhishek Chauhan
1. \\

Reprint Date /
Jlata: 26.10.2023

Reprint Date /
Jara: 26.10.2023

Reprint Datc /
Hara: 26.10.2023

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 Laboratories Ltd.

@e
DI‘. Red dy,s ‘;. Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
CERTIFICATE OF ANALYSIS  Tel:+91 98166 56001-02
CEPTU®HKAT AHAJIM3A ~ Www.drreddys.com

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykr: Ketopon® Dkcnpecc (keToponak) TaGieTky, AUCIEprHpyeMble B IIOJIOCTH pTa, 10 Mr

Batch No / : V2301977 Batch Quantity / : 3600000 tab /
Cepus Ne O6bem cepun 3600000 Tab
Analytical Report No / : 890001693632 Date of Analysis / : 12.10.2023
AnajuTHYeCKHH oT4eT Ne Jara anannza

Date of Manufacture / : 09-2023 Date of Expiry / : 08-2025
JaTta npon3BoacTBa I'onen o

Analysis performed according ND / Ananu3s nposeaen mo HJI:
JII1-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / n3menenue Nel ot

27.12.2021, usmenenne Ne2 ot 11.11.2022)

Page 8 of 8/ Crp. 8§ m3 8

API name / HaumenoBanne ADC: Ketorolac tromethamine / Keroponaka
TPOMETaMHH

INN / MHH: Ketorolac / KeToponak

API manufacturer batch number /

Howmep cepnu npouseogutens AD@C: -BQHESSES

FP Manufacturer API Batch number /

Homep cepun cy6cTanuuu npoussoauteas IJID: REQL00439

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

IIpounseoautens A®C, crpana: I-p Pegnu'c Jlaboparopuc JIta., Uaaus
Remarks: The Product conforms to ND/ Conclusion: APPROVED /
ITpumeuanue: IIpoaykr cootBeTcTBYeT TpeboBanusM H]T 3axmouenue: OJJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[Moaroroenexo: Santosh Iposepeno: Pardeep Kumar | Omo6peno: Mewnemiep / PykoBoautens
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