Dr.Reddy’s “:‘.

CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories Ltd.

Formuiation Unit-6

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

CEPTUO®UKAT AHAJIM3A

www.drreddys.com

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Hpoaykt: Ketopon® Okenpecc (keToponak) TabaeTkH, AMCnepripyembie B 10J10¢TH pra, 10 Mr

Batch No / : V2301866 Batch Quantity / : 3600000 tab /
Cepnsn Ne O0bem cepun 3600000 Tab
Analytical Report No / : 890001689415 Date of Analysis / : 21.09.2023
Ananuruyeckuii oruer Ne JlaTa ananusa

Date of Manufacture / : 09/2023 Date of Expiry / : 08/2025
JlaTra npoH3BOICTBA I'ogen no

Analysis performed according ND / Anann3 nposenen no HJI:
JITI-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / usmenenne Nel ot

27.12.2021, u3menenune Ne2 or 11.11.2022)

Page1of9/Crp.1u39

1;.2 Test / IlokasaTesb Results / Pe3ynbratsl 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. / Kpymsle, 1wiockue | Kpyrisle, miockue TabueTku ¢ dpackoi,
TabneTku ¢ (Hackoi, CBETIO- | CBETJIO-XKEJNTOrO LBETa C FPaBUPOBKOMN
XKEJITOro LBeTa ¢ IPaBUpOBKOM | «I» Ha OMHOI CTOpPOHE.
«» Ha OJJHOW CTOpPOHE.
2 Identification / IlogJIMHHOCTH
Ketorolac / Kemoponak
a) ByUv/ Complies / CooTBETCTBYET UV spectra of the test solution and

ketorolac  tromethamine  standard
solution should have peaks at the same
wavelength (= 2nm). / Y®-cnexTpbl
MOrMOINEHUS UCTIHITYEMOTO PacTBOpa U
pactBopa  cTaHAapTHoro  obpasua
KETOpPONiaka TPOMETAaMHHa  JIOJKHBI
HMETh MaKCUMYMBI IPU OJHOM U TOH XKe
JUTMHE BOJHBI (£ 2 HM).

V®-cnektpodoToMeTpus

Remarks: The Product conforms to ND/ Conclusion: APPROVED /

IIpumeuanue: [Iponykr coorBeTcTBYeT TpeboBaHusM HJI 3axmouenue: OJOBPEHO

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

[Moarorosneno: Pravesh Rana | IlposepeHo: Santosh Kumar | Ono6peno: Menemwkep / Pykosoautens
Maurya (f« Manoj Kumar

Reprint Date / Reprint Date / Reprint Date /

Jara: 01.12.2023 Hara: 01.12.2023 Jara: 01.12.2023

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



, ...0 Dr. Reddy's Laboratories Ltd.
Dr.Red dy s Qe Formulation Unit-6
- Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
CERTIFICATE OF ANALYSIS  Tel:+91 98166 56001-02
CEPTHOHKAT AHAJIU3A www.drreddys.com

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Hpoaykt: Keropon® Dkcnpecc (keToponak) TabneTkH, AMCIEPrHpyeMbie B MOJIOCTH pTa, 10 mr

Batch No / : V2301866 Batch Quantity / : 3600000 tab/
Cepus Ne Oo6Bem cepuH 3600000 Tab
Analytical Report No / : 890001689415 Date of Analysis / : 21.09.2023
AHaJIHTHYECKHI oTUeT Ne JaTta aHaJIH3a

Date of Manufacture / : 09/2023 Date of Expiry / : 08/2025
JaTa npoH3BoACTBA I'open no

Analysis performed according ND / Anann3s nposenen o HJI:
JII-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / u3menenne Nel or

27.12.2021, nsmenenue Ne2 ot 11.11.2022)

Page2 of 9/ C1p.2 u3 9

No

No Test / [TokazaTean 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 ynepxuBaHHsI
OCHOBHOI0 MHKa HAa XpOMaTOrpamMMe
HCTIBITYEMOTO  PacTBOpa  JOJDKHO
COOTBETCTBOBATh BpPEMEHU
yIEpXUBAHUA OCHOBHOTO [MKa Ha
XpoMaTorpaMme pacTtBopa
CTaHmapTHOrO0 obpaslia KeTopoJaka
TpOMeTaMKHa (pazzen
«KONMMUECTBEHHOE ONPEHEIEHHER).

Remarks: The Product conforms to ND/ Conclusion: APPROVED /
IMpumeuanue: [IpoaykT cooreercTByeT TpebopanusaM HJI 3axmouenune: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[Moxroroeneno: Pravesh Rana | Ipoeepeno: Santosh Kumar | OmobpeHo: Menemxep / PykoBoaurens

Maurya Manwvj Kumar
&

Reprint Date / Reprint Date / Reprint Date /
Hata: 01.12.2023 Jara: 01.12.2023 Hata: 01.12.2023

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: L85195AP1984PL.CO04507
www.drreddys.com



Dr.Reddy’s “:‘

CERTIFICATE OF ANALYSIS

CEPTUOUKAT 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 '
Hpoaykr: Keropon® Dkcnpece (keToponak) TabaeTku, AMCHeprupyembie B monocty pra, 10 mr

Batch No / : V2301866 Batch Quantity / : 3600000 tab /
Cepus Ne O0beM cepuu 3600000 Tab
Analytical Report No / : 890001689415 Date of Analysis / : 21.09.2023
AnanuTHYecKHi oTyeT Ne Harta ananuza

Date of Manufacture / : 09/2023 Date of Expiry / : 08/2025
JdaTa npou3BoACTBA T'onen po

Analysis performed according ND / Ananu3 nposeaen no HJI:
JIT1-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / n3smenenne Nel ot

27.12.2021, n3menenue Ne2 ot 11.11.2022)

Page3 of 9/Crp.3mu39

1;.00 Test / IlokasaTesn Results / Pe3ynbsTaThl Specification / Hopma

3 Identification Complies / CooTBeTCTBYET The  retention  times of  2-
Butylhydroxyanisole / butylhydroxyanisole and 3-
IoanuHHOCTH butylhydroxyanisole peaks on the
Oy THArMAPOKCUAHH301 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 ynepXuBaHHA
MUKOB  2-6yTUNTHAPOKCHABM3ONA M
3-6yTHATUIPOKCHUAHU30]Ia Ha
XpoMaTorpaMme VICHBITYEMOTO
pacTBOpa JOMXKHBI COOTBETCTBOBATH
BpeMeHaM yIEep)KUBaHUS [IIKOB
2-6yTUATHAPOKCHAHH30I1a u
3-6yTWIrHAPOKCHAHU30J1a Ha
XpOMaTorpaMme pacTBOpa
CTaHIapTHOIO obpasia
Oy TUIITUIPOKCHAHU30J1a (paznen
«Copnepxanne

OYTUITHAPOKCUAHU3OIAN).

67.2 mg to 72.8 mg (70.0 mg + 4.0 %)./
Ot 67,2 mr o 72,8 mr (70,0 mr+ 4,0 %).

4 Average weight / Cpeansist 68.7 mg / 68.7 mr

Macca

Remarks: The Product conforms to ND/ Conclusion: APPROVED /
Ipumeyanne: ITpoaykT cooTBeTcTBYET TpebopanusaM HJJ 3akmwouyenune: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[MoaroroeneHo: Pravesh Rana | ITposepeno: Santosh Kumar | Ono6pero: Menemxep / PykoBoautesns

Maurya Manoj Kumar

e

Reprint Date / Reprint Date / Reprint Date /
Jara: 01.12.2023 Hara: 01.12.2023 Hara: 01.12.2023

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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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

CEPTUDPUKAT AHAJIM3A

www.drreddys.com

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
IIpoayxr: Keropon® Dkenpecc (keToposak) Tabnerky, AMcHeprupyeMsle B 1oa0ct# pra, 10 mr

Batch No / : V2301866 Batch Quantity / : 3600000 tab /
Cepus Ne O0neM cepiin 3600000 Tab
Analytical Report No / : 890001689415 Date of Analysis / : 21.09.2023
AnaauTH4ecKHi oTueT No JlaTa anaan3za

Date of Manufacture / : 09/2023 Date of Expiry / : 08/2025
JlaTa npoH3BOACTBA T'onen 1o

Analysis performed according ND / Anain3 nposegen mo HJL:
JI1-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / n3menenne Nel or

27.12.2021, usmenenne Ne2 or 11.11.2022)

Page40of9/Crp.4u3 9
1}? Test / IlokazaTenn Results / Pe3ysbTaTh Specification / Hopma
Uniformity of weight / Complies / CooTBeTCTBYET 18/20 tablets - not more than = 10 %
OnHOPOIHOCTB MACChI 2/20 tablets - not more than £ 20 % /
18/20 Tabnetox — He OGomee = 10 %
2/20 Tabnerok — He Honee £ 20 %
5 Disintegration time / 00 min 19 sec / 00 muH 19 cex Not more than 3 min / He 6onee 3 Mun
PacnagaemocThb
6 Dissolution / PacTBopeHue Unit-1/ Tabn-1 101% Not less than 75% (Q) of
. Ci15H13NO3°C4H 1NOs (ketorolac
Unit-2 / Ta6n-2 99% tromethamine) in 15 min / He menee
Unit-3 / Tabn-3 99% 75% (Q  CisHisNO3;*C4H1iNO;3
. . (keToponaka  TPOMETaMMH)  4Yepe3
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
JucnepcHocTh 710 pm sieve is formed. / O6pazyeTcs
OJIHOPOIHAs CYCHEH3HsA, NpOXOo/siasi
CKBO3h CHTO C pa3MEpoOM OTBEPCTHUI
710 MKM.

Remarks: The Product conforms

[Mpumeuanwue: [IpogykT cooTBeTcTBYET TpeboBaHMaM H/J

to ND/

Conclusion: APPROVED /
Zaxkmiouenne: OJJOBPEHO

Prepared by /
[MoxarorosineHo: Pravesh Rana

4

_

Checked by /
IMposepeno: Santosh Kumar

Maurya &

—

Approved by: Manager/Executive /

Ono6peno: Menemxep / Pykopomurens

Manoj Kumar

Reprint Date /
Jara: 01.12.2023

Reprint Date /
Jara: 01.12.2023

Reprint Date /
Jara: 01.12.2023

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 : +91 98166 56001-02

CEPTUOUKAT AHAJIU3A

www.drreddys.com

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Hponykt: Keropon® Dkcnpecc (keToponak) TabneTku, JUCIIEPrUpyEMbIe B MOJIOCTH PTa, 10 mr

: 3600000 tab /

Batch No / : V2301866 Batch Quantity /

Cepus Ne O0beM cepun 3600000 Tab
Analytical Report No / : 890001689415 Date of Analysis / : 21.09.2023
AHa/JIHTHYECKHIT oTyeT No JaTta anaan3a

Date of Manufacture / : 09/2023 Date of Expiry / : 08/2025
JaTa mpoH3BOACTBA TI'ogen o

Analysis performed according ND / Anayu3s nposenen no HJI:
JIT1-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / u3menenue Nel ot

27.12.2021, usmenenune Ne2 ot 11.11.2022)

Page50f9/Crp. 5139

8 Related impurities / PoncTBeHHBIE HPHMECH

ketorolac 1-hydroxy analog /
1-ruppokcuaHaior
KeTOpoJIaKa

Below LOD (LOD = 0.0010 %) /
Hinke npenena obuapyxenus (I10 =

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

0.0010 %)
ketorolac 1-keto analog/ Not more than 0.8 % / He 601ee 0,8 %
1-KeToaHaJIoT KETOpOJiaka 0.04 %
Any unidentified impurity / Not more than 0.5 % / He 6o1ee 0,5 %
eqHIIHas 0.02 %
HenJeHTUHIPOBaHHAS
pUMeECh
Total impurities / 0.1% Not more than 1.0 % / He 6onee 1,0 %
CymMa npumecei
9 Water / Bona 31% Not more than 7.0% w/w /

He 60nee 7,0 %

10 | Residual solvents by GC/ OcTtaTo4Hble OpraHuyeckue pacTBOpUTEIH

Isopropyl alcohol /
H3zonponaHon

08 pg/tab/
08 MKT B TableTKe

Not more than 350 pg/tab /
He 6osiee 350 MKT B TabneTke

Remarks: The Product conforms to ND/
TTpumeuanue: [TpoaykT cooTBeTCTBYET Tpebosanuam HJI

Conclusion: APPROVED /
Zakmouenne: OJJOBPEHO

Prepared by /
IMoarorosieHo: Pragesh Rana

Checked by /
[Mpoeepeno: Santosh Kumar

Maurya %

-—

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

Reprint Date /
Jara: 01.12.2023

Reprint Date /
Jara: 01.12.2023

Reprint Date /
Jara: 01.12.2023

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 : +91 98166 56001-02

CEPTHOUKAT AHAJIH3A

www.drreddys.com

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Hpoaykt: Keropon® Dkcnpecc (keTopoJiak) TabneTky, Aucneprupyemsle B MONocTH pra, 10 Mr

~

Batch No / : V2301866 Batch Quantity / : 3600000 tab /
Cepus Ne O6bem cepun 3600000 Tab
Analytical Report No / : 890001689415 Date of Analysis / : 21.09.2023
AHaNUTHYECKHI oTUeT Ne JlaTa anannza

Date of Manufacture / : 09/2023 Date of Expiry / : 08/2025
JaTta npou3BoacTBa TI'open xo

Analysis performed according ND / Anann3 nposeaen no H/I:
JIT1-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022/ usmenenne Nel or

27.12.2021, usmenenne Ne2 or 11.11.2022)

Page 6 of 9/ Crp. 6 13 9

11 Microbial enumeration tests / MukpoGuosioruueckas 4ucrora®
a) Total Aerobic Microbial NA Not more than 1000 CFU/g /
Count / Obmee uucno He 6onee 1000 KOE/r
a3p0oOHBIX MUKPO-
OpPraHu3MOB
b) Total Combined Yeast NA Not more than 100 CFU/g /
and moulds count / O61ee He 6omee 100 KOE/r
YHCIIO JPOAOKEBBIX H
IUIECHEBBIX TpUOOB
¢) Escherichia Coli NA Shell be absent in 1 gram /
OtcyrctBUe B 1 T
12 Uniformity of dosage units / 2.1 Acceptance value (AV) not more than
OaHopoaHOCTL 15.0 / TipuemouHoe 3HaucHUe (AV) He
JN03UPOBAHUSA 6ounee 15,0.
13 | Assay/KonuuecTBeHHOe 10.2 mg/ 10.2 Mr From 90mg to 11.0mg of
ompenesieHHe (101.6 %) C15H3NO3°C4H 1 NO3 (ketorolac
tromethamine) (from 90.0 to 110.0 % of
the label claim) per a tablet / Ot 9,0 Mr
oo 1 1,0 Mr C15H13NO3'C4H11NO3
(xkeToponaka Tpomeramut) (o1 90,0 mo
110,0 % OT 3asBJIE€HHOTO KONHUYECTBA) B
TabneTke

Remarks: The Product conforms to ND/ Conclusion: APPROVED /

IIpumeuanue: IIpogyKT COOTBETCTBYET TpeboBanusamM HJL 3akawuenne: OJOBPEHO

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

Ioaroroeieno: Pravesh Rana | TTposepeno: Santosh Kumar | Ono6peno: Menemxkep / Pykosoautesns
Maurya }({ Manoj Kumar

Reprint Date / Reprint Date / Reprint Date /

Hara: 01.12.2023 Harta: 01.12.2023 Hara: 01.12.2023

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: L85195AP1984PLCO04507
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

CEPTHO®HUKAT AHAJIU3A

www.drreddys.com

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Iponyxt: Keropon" Drcnpece (keToponak) TabneTky, ANCAEPrHPYEMbIC B MTOIOCTH pTa, 10 mr

Batch No / : V2301866 Batch Quantity / : 3600000 tab /
Cepun Ne O0BeM cepHu 3600000 Tab
Analytical Report No / : 890001689415 Date of Analysis / : 21.09.2023
AnaguTH4ecKuii oTyeT Ne Hata anajansza

Date of Manufacture / : 09/2023 Date of Expiry / : 08/2025
JlaTa npou3BocTBa Lopen o

Analysis performed according ND / Ananus nposenen no HJI:
JII-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / n3menenue Nel ot

27.12.2021, n3menenne Ne2 or 11.11.2022)

Page 7 of 9/ Crp. T3 9

14 | Butylhydroxyanisole 0.0969 mg/tab / Not less than 0.042 mg/tab /
content / Conepikanune 0.0969 Mr B TabeTke He menee 0,042 mr B TabaeTke
Oy THIrHAPOKCHAHH30J1A
15 | Package/ YnakoBka 10 tablets in a blister of | 10 tabletsina blister 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 | Ta6netok B Guucrepe u3 (IIA/AJI/IID ¢
pack. / Tlo 10 Tabnerok B | Bmaromornorurenem/IIOBII) ¢onbru I
6aucrepe w3 (ITA/AJUTID ¢ | (II3/AJT) donbru. Io 1 win 2 Gauctepa
srnaronoroturenem/II3BII) ¢ HUHCTPYKLMEH MO IPUMEHEHHIO B
donsru // (II3/AJT) doneru. Ilo | nayky kapTOHHYIO.
2 OaucTepa ¢ MHCTPYKLHEH MO
NpUMEHEHUIO B ELINY
KapTOHHYIO.
16 | Labeling / MapkupoBka According to ND / B cootBercteuu ¢ HJI
17 | Storage conditions / Below 25 °C. / IIpu Temnepatype He Brie 25 °C.
XpaHenue
18 Shelf life / Cpok roanocTn 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 BBIMyCKe JIEKAPCTBEHHOI0 NMPENapaTa KOHTPO/Ib Ka4ecTBa Mo NoKa3aTeo «MukpoGuosiornyeckast
YHCTOTa» MPOBOAUTCS /s KaxAoi 20-0fi cepuM, WK /151 OAHO CepUH B roJl, B 3aBHCHMOCTH OT TOT0, 4TO

HACTYNUT PaHbLILIE.

Remarks: The Product conforms to ND/
[pumeyarue: [Ipoaykr coorseTcTByeT TpeGopatusim HL

Conclusion: APPROVED /
3axnouenune: OQAOBPEHO

Prepared by /

Ioarorosneno: Pravesh Rana

Checked by /
[Mposepeno: Santosh Kumar

Maurya (IC

C—————

Approved by: Manager/Executive /
Ono6peno: Menemxep / PykoBoautess
Manoj Kumar

Reprint Date /
Jara: 01.12.2023

Reprint Date /
Hara: 01.12.2023

Reprint Date /
Jara: 01.12.2023

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
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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

CEPTH®UKAT AHAJTM3A

www.drreddys.com

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykt: Keropon® Dkemnpecc (keToposak) TabneTky, AHCHEPripyeMbie B MOIOCTH pTa, 10 Mr

Batch No / : V2301866 Batch Quantity / :+ 3600000 tab /
Cepusi Ne O0beM cepHn 3600000 Tab
Analytical Report No / : 890001689415 Date of Analysis / : 21.09.2023
AHAJIHTHYECKHH oTUeT Ne JaTa aHaJn3a

Date of Manufacture / : 09/2023 Date of Expiry / : 08/2025
JlaTa npoH3BOACTBA T'ogen g0

Analysis performed according ND / Ananns nposegen no HJL:
JII1-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / n3menenue Nel ot

27.12.2021, namenenue Ne2 or 11.11.2022)

Page 8 of 9/ Ctp. 8 u3 9

Remarks: The Product conforms to ND/
[Tpumeyanue: [Ipoaykt cooreTcTByeT TpeboBanuam HJ

Conclusion: APPROVED /
3akmouenne: OJJOBPEHO

Prepared by /
IToaroToBaeHO: Pra?ﬂh Rana

¢

Checked by /
IMposepeno: Santosh Kumar

Manrya @‘Y/)

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

Reprint Date /
Hara: 01.12.2023

Reprint Date /
Hara: 01.12.2023

Reprint Date /
Jata: 01.12.2023

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
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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

CEPTUPHUKAT AHAJIN3A www.drreddys.com

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
IIpoayxrt: Keropon® Dkcnpecc (keToponak) TabNEeTKH, JUCIEPrUpyEMbIe B IOJIOCTH pTa, 10 Mr

Batch No / : V2301866 Batch Quantity / : 3600000 tab /
Cepusa Ne O0bem cepun 3600000 Tab
Analytical Report No / : 890001689415 Date of Analysis / : 21.09.2023
AHaaHTHYeCKHI oTueT No Jara ananuza

Date of Manufacture / : 09/2023 Date of Expiry / : 08/2025
JaTa npoH3BOACTBA Topen no

Analysis performed according ND / Ananu3 npoeeaen mo H/I:
JI1-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / u3menenne Nel ot

27.12.2021, namenenne Ne2 ot 11.11.2022)
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API name / Haumenopanue ADC:

Ketorolac tromethamine / Ketoponakxa

Howmep cepuu cy6eranuuu npoussoautens IJID:

TPOMETaMHUH
INN / MHH: Ketorolac / Ketoponak
API manufacturer batch number /
Homep cepnu nponspoaures ADC: ABQH003986
FP Manufacturer API Batch number / FEQA00433

API Manufactured by & country /
IIponseoaurens A®C, cTpaHa:

Dr. Reddy's Laboratories Ltd., India /
II-p Peamu'c Jlabopatopuc JItn., Unaus

Remarks: The Product conforms to ND/
Npumeuanue: [Iponykr cooTeercTByeT TpeboBanusm HJI

Conclusion: APPROVED /
3axnawuenne: OJOBPEHO

Prepared by / Checked by /

[ToarorosneHno: Prayesh Rana | ITposepeno: Santosh Kumar | Ono6peno: Menemxkep / Pykosonurens

Maurya (F,

G =

Approved by: Manager/Executive /

Manoj Kumar

Reprint Date / Reprint Date /
Jara: 01.12.2023 Jlata: 01.12.2023

Reprint Date /
Jara: 01.12.2023
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