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

CEPTHO®HKAT AHAJTN3A

www.drreddys.com

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
HpoaykT: Keropon® Dkcnpecc (keToponak) TabeTky, ANCIEPripyeMbIc B IOJIOCTH PTa, 10 Mr

BatchNo / : V2301875 Batch Quantity / : 3600000 tab /
CepXa Ne O6bem ceprH 3600000 Tab
Analytical Report No / : 890001689429 Date of Analysis / : 21.09.2023
AnaJuTHyecKHil orueT No Jara anannza

Date of Manufacture / : Sep. 2023 Date of Expiry / : Aug. 2025
JlaTA nponu3BoacTBa T'onen mo

Analysis performed according ND / Ananns nposenen mo HJI:
JIT1-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / usmenenune Nel or

27.12.2021, uzmenenne Ne2 or 11.11.2022)

Page10of8/Crp.1 u3 8

V®-cnektpodoToMeTpHA

1;.2 [ Test / [lokasaTennb 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. / Kpyrnsie, miockue | Kpyrisle, miockue Tabnetku ¢ gpackoi,
TabneTkd ¢ (ackoi, CBETIO- | CBETIO-KENTOrO LIBETAa C PABUPOBKOH
XKEJITOTO LIBeTa C IPaBHPOBKOH | «l» Ha ofHOMH CTOpOHE.
«|» Ha OHOH CTOpOHE.
2 Identification / IToATMHHOCTB
Ketorolac / Kemoponak
a) ByuUv/ Complies / CoOoTBETCTBYET UV spectra of the test solution and

ketorolac  tromethamine  standard
solution should have peaks at the same
wavelength (£ 2 nm). / V®-cnexTpsl
TMIOTJIOMIEHH HCTIIBITYEMOTO pacTBoOpa U
pacTBopa  CcTaHmapTHoro  obpasua
KeTOpoJiaka TPOMETaMHHA  JIOJKHBI
MMETh MaKCUMYMbI PU OXHOH U TOM Xe
JUIMHE BOJIHBI (+ 2 HM).

Remarks:; The Product conforms to ND/

[Npumeuanue: [TpoaykT coorseTcTBYET TpeboBanusaM HJI

Conclusion: APPROVED /
Saxarouenne: OJJOFPEHO

Prepared by /
[ToarorosneHo: Ramakant

Checked by /
[MpoeepeHo: Pardeep Kumar

—

| Approved by: Manager/Executive /

Ono6peno: Menemxep / PykoBoauresb
Amit Kumar Bl

{ _w“"\ =

f ,--""—r

Reprint Date /

Jara: 21.09.2023

Reprint Date /
Jarta: 21.09.2023

Reprint Date /
Jara: 21.09.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2994, Email: maill@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 : +91 98166 56001-02

CEPTHOHUKAT AHAJIN3A.

www.drreddys.com

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Hpolyxt: Ketopon® Dkcrnpecc (keToponak) TabneTkH, AMCIEpPrUpyeMbIE B MOJIOCTH pTa, 10 Mr

BatchNo / : V2301875 Batch Quantity / : 3600000 tab /
Cep#ia Ne O6nem cepun 3600000 Tab
Analytical Report No / : 890001689429 Date of Analysis / : 21.09.2023
AHaJluTHdyecknii oTuyer Ne Jara ananusa

Date of Manufacture / : Sep. 2023 Date of Expiry / : Aug. 2025
Jara npou3BoacTea T'omen mo

Analysis performed according ND / Ananus nposenen no HJI:
JII1-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / uamenenne Nel ot
27.12.2021, mamenenne Ne2 or 11.11.2022)
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No
Ne

-

Test / [Tokasarean

Results / Pe3ynsTaThl

Specification / Hopma

b) By HPLC/BDIXX

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 ymepxuBaHus
OCHOBHOTO MHKa Ha XpOMaTOrpaMMe
UCOBITYEMOIO  pacTBopa  JOJDKHO
COOTBETCTBOBATh BPEMEHH
yIOEPXHBaHUA OCHOBHOTO TMKa Ha
XpoMaTrorpamme pacTBopa
CTapJapTHOro o0pa3na KeTopoJaka
TpOMeTaMMHa (pazmen

«KonudecTBeHHOE onpeneneﬂue») .

Remarks: The Product conforms to ND/
IMpumeuanue: Ipoaykr coorBeTcTBYeT TpeboBanuam HJJ

Conclusion: APPROVED /
3akmouenne: OJJOBPEHO

Prepared by /
IMoarorosneno: Ramakant

Checked by /
ITposepeno: Pardeep Kumar

—

Approved by: Manager/Executive /
OnobpeHo: Menewkep / Pykosoaurens
Amit Kumar /FX\J,:\ — _—
i

Reprint Date /
Jlara: 21.09.2023

Reprint Date /
Jara: 21.09.2023

Reprint Date /
Hara: 21.09.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 290U, Fax: 491 4U 490U 2YYY, Email: mail@drreddys.com
CIN: L85195AP1984PLC0O04507

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
Tel : +91 98166 56001-02
CEPTUDUKAT AHAJIA3A wavww.drreddys.com

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
IIpoAykT: Ketopon® Dxcnpecc (keToposak) TabneTku, AMCIeprupyeMble B MOJIOCTH pTa, 10 Mr

BatchNo / : V2301875 Batch Quantity / : 3600000 tab /
CepHi Ne O6bem cepun 3600000 Tab
Analytical Report No / : 890001689429 Date of Analysis / : 21.09.2023
AnaJMTHYecKHH oT4eT Ne Jarta anaanza

Date of Manufacture / : Sep. 2023 Date of Expiry / : Aug. 2025
Jara npoussBogcTBa T'onen o

Analysis performed according ND / Ananuz nposenen nmo HJI:
JII1-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / u3menenne Nel ot
27.12.2021, usmenenue Ne2 or 11.11.2022)

Page3 of 8 /Crp.-31n3 8

1}00 Test / IlokazaTens Results / Pe3ynpTaThl Specification / Hopma
3 Identification Complies / CooTBeTCTBYET The  retention times of  2-
Butylhydroxyanisole / butylhydroxyanisole and 3-
IMoanuHHOCTH butylhydroxyanisole peaks on the
Oy THIATUAPOKCHAHU3OJI 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 ynepXKHBaHUA
MUKOB  2-6yTHITHAPOKCHAHM30NIA U
3-6y TUArHAPOKCHAHU30I1a Ha
XpoMaTorpaMme HCHBITYEMOT0
pacTBopa HOIDKHBI COOTBETCTBOBAThb
BpeMEHaM  YAepXKUBaHUs MTUKOB
2-0yTWITHAPOKCHAHU30J1a U
3-6yTWIrHAPOKCUAHU30Ia Ha
XpoMarorpamme pacTBOpa
CTaHIAPTHOTO obpasua
OyTUITHIPOKCHAHH30Ia (pazmen
«Coaepxanue
OyTHNTrHAPOKCHAHU30JIa»).
4 Average weight / Cpeanss 69.5 mg / 69.5 Mr 67.2 mg to 72.8 mg (70.0 mg + 4.0 %)./
Macca Ot 67,2 Mr o 72,8 mr (70,0 Mr+ 4,0 %).
Remarks: The Product conforms to ND/ Conclusion: APPROVED /
ITpumeuanmue: Ilponykr cooreercTByeT Tpebopanusm HJJ 3akmrouenue: OJJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
IMoarorosneno: Ramakant IMpoeepeno: Pardeep Kumar | OnobpeHo: Menemkep / PykoBoguresns
Amit Kumar N
yd Qr—-/’ JA")’ -
Reprint Date / Reprint Date / Reprint Date/
Jata: 21.09.2023 Hara: 21.09.2023 Hara: 21.09.2023

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

CEPTUOPHUKAT AHAJIN3A

www.drreddys.com

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Iponyxr: Ketopon® Dkcnpecc (keToponak) TableTKH, IUCIIEPrUpyeMble B TI0JI0CTH pTa, 10 Mr

Batch No / : V2301875 Batch Quantity / : 3600000 tab /
Cepus Ne O6bem cepHu 3600000 Tab
Analytical Report No / : 890001689429 Date of Analysis / : 21.09.2023
AHaJiuTHYecKnii oTyeT Ne JaTa ananusza

Date of Manufacture / : Sep. 2023 Date of Expiry / : Aug. 2025
Jara npon3Boacrea I'open 1o

Analysis performed according ND / Auanu3s nposenen no HJI:
JIII-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)
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1;.00 Test / [lokasaTennb Results / PeaynpTats! Specification / Hopma
Uniformity of weight / Complies / CoOTBETCTBYET 18/20 tablets - not more than = 10 %
OanopogHoCcTh Macchl 2/20 tablets - not more than + 20 % /

18/20 Ttabierox — He 6Oonee = 10 %
2/20 Tabnerox — He Gonee + 20 %
5 Disintegration time / 00 min 20 sec / 00 muu 20 cex Not more than 3 min / He Gonee 3 Mun
PacnagaemocThb
6 Dissolution / PacTBopenne Unit-1/ Tabn-1 101% Not less than 75% (Q) of
. CisH13sNO3*C4H 1 NO; (ketorolac
Unitz2}/ lladm2 101% tromethamine) in 15 min / He menee
Unit-3 / Ta6-3 102% 5% (Q  CisHisNO3*C4Hi1NO3
) . (keToposiaka  TpOMETaMMH)  4Yepe3
Unit-4 / Tabn-4 101% 15 MuH
Unit-5 / Taba-5 101%
Unit-6 / Tabn-6 102%
7 Fineness of Dispersion/ Complies / CooTBeTCTBYET A uniform suspension passing through a
HducnepcHocTb 710 um sieve is formed. / Obpazyercs
ONHOPOAHAA CYCIIEH3HUs, NPOXOIAIias
CKBO3b CHUTO C pa3MepOM OTBEPCTHIA
710 MxMm.

Remarks: The Product conforms to ND/

IIpumeqanue: IIponykT cooTBeTcTBYET TpeboBanusm HJJ

Conclusion: APPROVED /
3axmoyenue: OJJOBPEHO

Prepared by /
IToxnrorosneno: Ramakant

Gl

Checked by /
IIpoBepeno: Pardeep Kumar

-

Approved by: Manager/Executive /

Omnobpeno: Mengmiep / Pykosonurens

Amit Kumar L_\ N\
/ /_/

e\ =
/
¥

Reprint Date / )
MHara: 21.09.2023

Reprint Date /
Jara: 21.09.2023

Reprint Date /
Jara: 21.09.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: 191 40 4900 2900, Fax: 191 40 4900 2999, Criail. mail@direddys.coin
CIN: L85195AP1984PLC004507

www.drreddys.com
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Formulation Unit-6
Dr‘ Reddy S g Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDJA

CERTIFICATE OF ANALYSIS
Tel : +91 98166 56001-02
CEPTUDUKAT AHAJM3A 5o’ o

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
HIpoAykr: Keropon® Jkcnpece (keToponak) TabeTKH, JMCHeprupyeMble B OJIOCTH pTa, 10 Mr

BatchNo / : V2301875 Batch Quantity / : 3600000 tab /
Cepma N O0Bem cepun 3600000 Tab
Analytical Report No / : 890001689429 Date of Analysis / '+ 21.09.2023
AHaJuTHYecKHi oTUeT No JlaTa ananuza

Date of Manufacture / : Sep. 2023 Date of Expiry / : Aug. 2025
Jara npoH3BoACTBA TI'onen no

Analysis performed according ND / Ananus nposenen no HJI:
JII1-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / u3menenne Nel ot

27.12.2021, usmenenne Ne2 or 11.11.2022)

PageSof 8/ Ctp. 53 8

8 Related impurities / PogcTBeHHBIE TpuMech
ketorolac 1-hydroxy analog / Not more than 0.5 % / He 6onee 0,5 %
1-ruapokcuaHanor Below LOD (LOD = 0.0010 %) /
KeToponaxa Hmxe npenena o6Hapyxenus (110 =
0.0010 %)
ketorolac 1-keto analog/ Not more than 0.8 % / He 6o.ee 0,8 %
1-KeToaHaIor KeTopoJiaka 0.04 %
Any unidentified impurity / Not more than 0.5 % / He 6omee 0,5 %
e IMHUYHAA 0.02°%
HEHJEHTUQHUIUPOBAHHAS
NpUMech
Total impurities / 0.1% Not more than 1.0 % / He 6onee 1,0 %
Cymma nipumeceit
9 Water / Boaa 29% Not more than 7.0% w/w /
He 6oiee 7,0 %

10 | Residual solvents by GC/ OcTtaToyHble OpraHN4ecKHe pacTBOPUTE/H

Isopropyl alcohol / 06 pg/tab / Not more than 350 pg/tab /

Hzonponanon 06 Mkr B TabneTke He 6onee 350 Mkr B TabiieTke
Remarks: The Product conforms to ND/ Conclusion: APPROVED /
[Tpumeuanue: IIponyxr coorBercTBYeT TpeboBanusm HJ 3aknouenne: OJIOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[MoxrororneHo; Ramakant INposepeno: Pardeep Kumar | Onobpeno: Menemkep / Pykosoaurens

: Amit Kumar /A —\
il - [~T—

Reprint Date / ' Reprint Date / Reprint Date /
Jara: 21.09.2023 Jara: 21.09.2023 Jara: 21.09.2023

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

CEPTHOHKAT AHAJIU3A

www.drreddys.com

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoayxr: Ketopon® Dkcnpece (keToponak) TabieTky, AHcreprapyembie B ONOCTH pTa, 10 Mr

Batch No / : V2301875 Batch Quantity / : 3600000 tab /
Cepnst Ne O6beM cepHH 3600000 Tab
Analytical Report No / : 890001689429 Date of Analysis / : 21.09.2023
AnaauTudecknii oTuyeT Ne Jara ananusza

Date of Manufacture / : Sep. 2023 Date of Expiry / : Aug. 2025
JlaTa npon3BoaCTBA T'ogen no

Analysis performed according ND / Anann3s nposegen mo H/L:
JII1-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / n3menenne Nel or
27.12.2021, usmenenne Ne2 or 11.11.2022)

Page 6 of 8/ Ctp. 6 n3 8

11 | Microbial enumeration tests / Muxpodnosoruieckas yucrora*
a) Total Aerobic Microbial NA Not more than 1000 CFU/g /
Count / Ob11ee 4ucno He 6onee 1000 KOE/r
a3poOHBIX MUKPO-
OpraHNu3MOB
b) Total Combined Yeast NA Not more than 100 CFU/g /
and moulds count / O61ee He 6onee 100 KOE/r
YHCIIO JPOMXOKEBBIX U
IUTECHEBBIX IpUOOB
¢) Escherichia Coli NA Shell be absent in 1 gram /
OtcyrctBUe B 1 1
12 Uniformity of dosage units / 6.3 Acceptance value (AV) not more than
OaHOpOOHOCTH 15.0 / TlpuemouHoe 3HaueHue (AV) He
JI03UPOBAHMA 6onee 15,0.
13 Assay / KonuuecTBeHHOE 10.0 mg / 10.0 mr From 90mg to 11.0mg of
omnpeaeaeHue (99.8 %) C15H13NO3°C4H 1 NO3 (ketorolac
tromethamine) (from 90.0 to 110.0 % of
the label claim) per a tablet / Ot 9,0 Mr
o 1 1,0 MTI C15H13NO3°C4H1 [NO3
(xketoponaka TpomeramuH) (oT 90,0 1o
110,0 % OT 3a8BI€HHOTO KOJIHYECTBA) B
TabneTke
14 | Butylhydroxyanisole 0.0980 mg/tab / Not less than 0.042 mg/tab /
content / Copep:kanne 0.0980 mr B TabneTke He menee 0,042 mr B TabieTke
OyTHJITMAPOKCHAHHU30J12
Remarks: The Product conforms to ND/ Conclusion;: APPROVED /
IMpumeuanue: [IpoaykT cooTeeTcTBYET Tpebosanuam HJI 3axmouenne: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[MoaroTosneHo: Ramakant Ipoeepeno: Pardeep Kumar | Ono6peno: Menemxkep / Pykosoautens
Amit Kumar Ne=—=
ko o Ped=
Reprint Date / Reprint Date / Reprint Date /
Jara: 21.09.2023 Jara: 21.09.2023 Jlata: 21.09.2023

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.ccm




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

CEPTUOUKAT AHAJIU3A

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

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Npoaykr: Keropon® Dkcnpecc (ketoposiak) TabJIeTKH, IHCIeprupyeMbie B ONOCTH pTa, 10 Mr

Batch No / : V2301875 Batch Quantity / : 3600000 tab /
Cepus Ne O0nem cepun 3600000 Tab
Analytical Report No / : 890001689429 Date of Analysis / : 21.09.2023
AHajuTHYeckuii oTyeT No Jlara ananu3za

Date of Manufacture / : Sep. 2023 Date of Expiry / : Aug. 2025
JMata npon3BoacTBa T'onen oo

Analysis performed according ND / Auanu3 nposenen mo H/I:
JIT1-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / n3menenne Nel ot

27.12.2021, nameHenne Ne2 ot 11.11.2022)
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15 | Package/ YnakoBka

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. / Ilo 10 tabnetok B
6nucrepe w3z (IIA/AJITID ¢
Baaromnoriaorurenem/IIDBIT)
tdonsru // (I13/AJ1) doneru. Io
2 6nuctepa ¢ HHCTPYKLMEH IO
MPUMEHEHHIO B nayxy
KapTOHHYIO.

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. / Ilo 10
tabnetok B 6auctepe u3 ([TA/AJI/II3 ¢
pnaronoriotutenem/TIOBIT) donsru //
(I13/AJI) doneru. [To 1 unu 2 6nucrepa
C MHCTPYKLMEH Mo NPUMEHEHUIO B
Ma4ky KapTOHHYIO.

16 | Labeling / MapkupoBka

According to ND / B coorBerctBun ¢ H]J

17 | Storage conditions /
XpaHeHue

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

18 | Shelf life / Cpox roanocTu

2 years / 2 roaa

* 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 BHINYCKe JIeKapCTBEHHOI0 NMpenapara KOHTPOJIb Ka4ecTBa Mo nokasareaio « MUKpoOuosiornyeckas
YUCTOTA» NPOBOAUTCH AJIs1 Kaxa0ii 20-0it cepMH, WU JJ1s1 OQHO{l cepHH B rof, B 3aBUCUMOCTH 0T TOr0, YTO

HACTYNMT paHbIIe.

Remarks: The Product conforms to ND/
ITpumeuanue: IlpogykT cooTBeTcTBYET TpeboBanusM HJ|

Conclusion: APPROVED /
3aknmouenue: OJJOBPEHO

Prepared by /
IToarorosnexo: Ramakant

Checked by /
ITpoeepeHo: Pardeep Kumar

-

Approved by: Manager/Executive /
Onobpeno: Menemxep / PykoBogurens
Amit Kumar \ “N—

D= —

Reprint Date /
Jara: 21.09.2023

Reprint Date /
Hara: 21.09.2023

Reprint Date /
Jlara: 21.09.2023

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




‘..o Dr. Reddy's Laboratories Ltd.
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Formulation Unit-6
Dr. Reddy S Ne Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P,, 173 205, INDIA

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

CERTIFICATE OF ANALYSIS
CEPTUOPUKAT AHAJIN3A

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ilpoayxt: Ketopon® Dkcnpece (keToponak) TabneTku, AUCIIEPTHPYEMBIE B TI0JIOCTH pTa, 10 Mr

Batch No / : V2301875 Batch Quantity / : 3600000 tab/
Cepus Ne O6bem cepuu 3600000 Tab
Analytical Report No / : 890001689429 Date of Analysis / : 21.09.2023
AHalHTHYeCKHH oTYeT Ne JaTa a"HajH3za

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

Analysis performed according ND / Ananusz nposenen mo HJI:
JI1-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / usmenenue Nel ot
27.12.2021, uamenenue Ne2 or 11.11.2022)

Page8 of 8/ Crp.8 u3 8

API name / Haumenosaune A®C: Ketorolac tromethamine / Ketoponaka
TPOMeTaMuUH

INN / MHH: Ketorolac / Keroponak

API manufacturer batch number /

Homep cepuu npoussoautens ADC: ABQEI08386

FP Manufacturer API Batch number /

Homep cepun cy6erannuu npounspoaurens LJID: FEQA00433

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

I[Ipounssoautens APC, crpana: H-p Pennu'c Jlaboparopuc Jita., Uuaus
Remarks: The Product conforms to ND/ Conclusion: APPROVED /
IIpumeuanne: IIpoaykr coorBeTcTBYET Tpebopanusam HJL 3akmioyenune: OJOBPEHO
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