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

CEPTUPUKAT AHAJIU3A

www.drreddys.com

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
IpoaykT: Ketopon" Dkcnpecc (keToposiak) TabJIeTKH, AUCeprupyeMble B NOJIOCTH pTa, 10 Mr

BatchNo / 1 V2300718 Batch Quantity / : 3600000 tab /
Cepssi No Oo6Bem cepun 3600000 tab
Analytical Report No / : 890001663419 Date of Analysis / : 22.05.2023
AHaJiuTHYecKHil oTyeT Ne JlaTa auanusza

Date of Manufacture / : Apr.2023 Date of Expiry / : Mar.2025
Jara nponszBoacrea Tonxen no

Analysis performed according ND / Ananus npoeenen no H/I:
JII-004929-011119 (amend Nel from 27.12.2021, amend N2 from 11.11.2022 / u3menenune Nel ot
27.12.2021, uamenenue No2 or 11.11.2022)

Page10f8/Crp.1 u3 8

tablets with "|" debossed on one
side. / Kpyrnsie, niockue
TabneTky ¢ ackoii, cBeTo-
KENTOTO LIBETa C IPaBUPOBKOM
«l» Ha ofHOM CTOpOHE.

=
1;.2 Test / IlokasaTens Results / Pe3yabTaThl Specification / Hopma
1 Description / Onucanne Light yellow round flat beveled Light yellow round flat beveled tablets

with "|" debossed on one side. /
Kpyriste, miockne TabneTku ¢ dackoii,
CBETJI0-XKENTOT0 LBETA C IPaBUPOBKOH
«l» Ha OIHOMH CTOpOHE.

Identification / I[ToanHHOCTB

Ketorolac / Kemoponax

a) ByUv/
Y ®-cnekrpodoroMeTpus

Complies / CooTBeTCTBYET

UV spectra of the test solution and
ketorolac  tromethamine  standard
solution should have peaks at the same
wavelength (= 2 nm). / V®-cnexTpsl
NOCJOMIEHHS CIBITYEMOTO PacTBoOpa U
pacTBopa  cTaHaapTHoro  olpasua
KeTopoJiaka TpOMETaMHHa  JOJIKHbI
HMMETh MaKCHMYMbI TIPHU OIHOU M TOI ke
IUTMHE BOJIHEI (£ 2 HM).

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

[Tpumeuanue: [TpogykT cooteercTByeT Tpedopanusam HJL 3axmouenune: OJOBPEHO

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

IMoaroroesneHo: Ankit /) IIpoBepeno: Himesh Kumar Ono6peHo: Menemxkep / Pykopoanyens
Q‘TE_Q Manoj kumar 4 ,_./’

Reprint Datc / Reprint Datc / Reprint Date /

JHata:22.05.2023 Jara: 22.05.2023 Jara: 22.05.2023

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: maii@drreddys.com
CIN: L85195AP1984PLC004507

www.drreddys.com



Dr.Reddy’s €€

CERTIFICATE OF ANALYSIS

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

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

CEPTUPUKAT AHAJIU3A

www.drreddys.com

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Dkcnpecc (keToposnak) TabaeTKU, AUcneprupyemble B MojocTH pra, 10 mr

)

poaykr: Ketopon

Batch No / : V2300718 Batch Quantity / : 3600000 tab/
Cepua Ne O06bem cepun 3600000 Tab
Analytical Report No / : 890001663419 Date-of Analysis / : 22.05.2023
AnajnTuyeckuii oryer Ne Jara aHaJinza

Date of Manufacture / : Apr.2023 Date of Expiry / : Mar.2025
JlaTa npousBojcTBa T'ogen no

Analysis performed according ND / Anaaus nposeaen no H/I;
JITI-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / nsmenenne Nel or

27.12.2021, nuzmenenue Ne2 or 11.11.2022)
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No

Test / [Toka3zaTennb
No

Results / PesynsTaThl

Specification / Hopma

b) By HPLC/B32XX

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  ynepXuBaHHA
OCHOBHOIO THMKa Ha XpOMaTorpaMme

HCTILITYEMOTO ~ PacTBopa  JOJKHO
COOTBETCTBOBATH BpeMeEHU
yOEp)KUBaHMS OCHOBHOTO TMHKAa Ha
XpoMarorpamme pacTBOpa
cTaHmapTHOro o6pasia KeToposiaka
TpoMeTaMUHa (paznmen

«KonuuecTBeHHOE ONpeeNIEHUE).

Remarks: The Product conforms to ND/
IMpumeuanwue: [Ipogykr cooTseTcTRyeT TpedoBanuam HJL

Conclusion: APPROVED /
Zakmouenne: OJIOGPEHO

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

IMoaroTtorneHo:Ankit /) [MporepeHo: Vimesh Kumar | OnobpeHo: Menemxkep / PykoBoanress
A = —] <=5 | Manoj kumar = (/“/TI

Reprint Date / Reprint Date / Reprint Date /

Hara:22.05.2023 [Hara: 22.05.2023 Hara: 22.05.2023

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

W\A;w.drreddys.com




‘...g Dr. Reddy's Laboratories Ltd.
9 ) .
Formulation Unit-6
Dr' Reddy s ‘. Vill. Khol, Nalagarh Road, Baddji,
Distt. Solan, H.P., 173 205, INDIA
CERTIFICATE OF ANALYSIS Tel : +91 98166 56001-02
CEPTHPHUKAT AHAJIU3A www.drreddys.com

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykr: Ketopon™ Dkenpecce (ketoponak) TableTKH, JUCIEPrUpyEMBIE B I0JI0CTH PTa, 10 Mr

Batch No / 1 V2300718 Batch Quantity / : 3600000 tab/
Cepusa No O0bem cepun 3600000 Tab
Analytical Report No / : 890001663419 Date of Analysis / : 22.05.2023
AnanuTHYecKkHii oTueT Ne JlaTa anaausa

Date of Manufacture / : Apr.2023 Date of Expiry / : Mar.2025
Jdata npou3BoacTBa T'oxen mo

Analysis performed according ND / Ananus nposeaen mo HJI:
JII1-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / usmenenue Nel or
27.12.2021, uzmenenne Ne2 ot 11.11.2022)
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No
Ne
3 Identification Complies / CooTBETCTBYET The  retention  times of  2-
Butylhydroxyanisole / butylhydroxyanisole and 3-
IMoanuHHOCTL butylhydroxyanisole peaks on the
6yTHArHAPOKCHAHN30.1 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 ynepKHBaHUSA
NUKOB  2-OyTUNTUIpOKCHaHU3ONA U
3-0yTUArHAPOKCHaHU30I1a Ha
XpoMaTtorpaMme UCTIBITYEMOTO
pacTBopa JOJDKHBI COOTBETCTBOBAThH
BpeMeHaM yAepKUBAHUS MHKOB
2-0yTWIrHAPOKCHAHU30J1a "
3-0yTUArHIpOKCHAHHU30M2 Ha
XpoMaTorpaMme pacTBOpa
CTaHAAPTHOTO obpasna
OYTUNTHAPOKCHAHU30]1a (paznen
«CopnepxaHue
OYTHIrHAPOKCHAHU3071a»).

Test / IlokazaTennb Results / PesynbTaTsl Specification / Hopma

4 Average weight / Cpennss 68.4mg / 68.4 Mr 67.2 mg to 72.8 mg (70.0 mg + 4.0 %). /
mMacca Ot 67,2 Mr o 72,8 mr (70,0 Mr + 4,0 %).

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

[Tpumeuanue: [Tponykr coorBercTByeT TpeboraHuam HJJ 3akaouenne: OJOBPEHO

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

[onrorosneHo:Ankit [Mposepeno; Himesh Kumar | Onobpeno: Menemxep / Pykosoayutens
J/ — f:"ls Manoj kumar }lﬂ_}-@"’i{

Reprint Date / Reprint Date / Reprint Date /

HaTa:22.05.2023 JHara: 22.05.2023 JlaTa: 22.05.2023

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 : 491 98166 56001-02

CEPTHUPUKAT AHAJIM3A

www.drreddys.com

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykr: Keropon® Dkenpece (keToposnak) TabAeTKH, JUCTIEPrupyemMbIe B NOAOCTH pTa, 10 mr

Batch No / : V2300718 Batch Quantity / : 3600000 tab /
Cepusa Ne Oo6Bbem cepuu 3600000 tad
Analytical Report No / : 890001663419 Date of Analysis / : 22.05.2023
AHaauTHYeCKHH oTueT Ne JlaTa aHajm3a

Date of Manufacture / : Apr.2023 Date of Expiry / : Mar.2025
Jara npoussoacTsa T'ogen no

Analysis performed according ND / Anasns nposeaen no HJ:
JII1-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / n3menenne Nel or
27.12.2021, uamenenue Ne2 ot 11.11.2022)

Page 4 of 8§/ Crp. 4 u3 8

1;.? Test / IlokasaTenb Results / Pe3yabTaTtsl Specification / Hopma
Uniformity of weight / Complies / CooTBeTCTBYET 18/20 tablets - not more than + 10 %
OaHopoaHoceThL Macchl 2/20 tablets - not more than = 20 % /

18/20 Ttabnetox — He Gonee =10 %
2/20 Tabnerok — He 6onee + 20 %
5 Disintegration time / 00 min 20 sec / 00 mun 20 cex Not more than 3 min / He 6onee 3 Mmun
Pacnapaemoctn
6 Dissolution / PacTtBopeHue Unit-1/ Tab6n-1 103 % Not less than 75% (Q) of
. Ci15sH13NO3+C4H [ 1NO3 (ketorolac
Unit-2 / Ta6n-2 102% tromethamine) in 15 min / He meHnee
Unit-3 / Ta6n-3 102% | 75% (Q  CisHisNO3*CsHi1NO;3
. . (keToponaka  TpPOMETaMHH)  4epe3
Unit-4 / Tabn-4 98% 15 MUH
Unit-5 / Tabn-5 101%
Unit-6 / Ta6x-6 101%

7 Fineness of Dispersion/ Complies / CooTBETCTBYET A uniform suspension passing through a

HAucnoepcHocTh 710 pm sieve is formed. / O6pasyercs
OJHOPOJIHAsA CYCTIEH3Ms, NPOXOASILAS
CKBO3b CHTO C Pa3MEPOM OTBEPCTHI
710 MxM.

Remarks: The Product conforms

[Tpumeuanue: IIpoaykr cooTBeTcTBYET TpeboBanusam HJI

to ND/

Conclusion: APPROVED /
3akmouenne: OJOBPEHO

Prepared by /

[Moaroroeneno: Ankit /).\
oo

Checked by /

[Mpoeepeno: Himesh Kumar
]

Approved by: Manager/Executive /
Onobpeno: Menemxep / P}vmao,amenb
Manoj kumar

3")): {LLet

Reprint Date /
Jlata:22.05.2023

Reprint Date /
Jara: 22.05.2023

Reprint Date /
Jara: 22.05.2023

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

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

CEPTUOPUKAT AHAJIU3A

www.drreddys.com

Product: Ketorol Express (ketorokac) Orally Disintegrating Tablets 10 mg
Ipoayxr: Keropon" Dkenpecc (keroponak) TabieTKH, IMCneprupyemble B MonocTH pra, 10 mr

Batch No / : V2300718 Batch Quantity / : 3600000 tab /
Cepns Ne O0bem cepun 3600000 Tab
Analytical Report No / : 890001663419 Date of Analysis / ¢ 22.05.2023
AHaanTryecknii oT4yer Ne Jata anajnza

Date of Manufacture / : Apr.2023 Date of Expiry / : Mar.2025
JdaTta npou3BoacTBa T'ogen no

Analysis performed according ND / Ananu3 nposeaen no H/I:
JI1-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / uzmenenne Nel ot

27.12.2021, uzmenenne Ne2 ot 11.11.2022)
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8 Related impurities / PoncTBeHHb1e npumecu

1-rugpokcuananor
KETOpOJIaKa

ketorolac 1-hydroxy analog /

=0.0010 %)

ketorolac 1-keto analog/
1-keToaHaNOT KETOpOiaKa

0.05 %

CIAUHHUYHaA

NPAMEChH

HeUIEeHTU(HULMPOBaHHAS

Any unidentified impurity / 0.03 %

Below BDL (BDL= 0.0010%) /| Not more than 0.5 % / He 6onee 0,5 %
Hmxe nopora perucrpaunn (I1P

Not more than 0.8 % / He 6onee 0,8 %

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

Total impurities /
Cymma npumecei

0.1 %

Not more than 1.0 % / He 6onee 1,0 %

9 Water / Boaa

2.6 %

Not more than 7.0% w/w /
He 6onee 7,0 %

10 Residual solvents by GC/ OcTaTo4Hble OpraHuYecKHe PaCTBOPHTENHN

Isopropyl alcohol /
W3zonponanon

2 pg/tab/
2 MKT B Ta0JileTKe

Not more than 350 pg/tab /
He 6osee 350 MKr B TabneTke

Remarks: The Product conforms to ND/
Iprmeuanue: IIpoaykT cooTBeTcTBYET TpeboBanusam HJI

Conclusion: APPROVED /
3akawuenne: O/IOBPEHO

Prepared by /
[Moaroroene”o:Ankit

Checked by /
[poeepeno: Himesh Kumar

R e

~J

Approved by: Manager/Executive /
Onobpeno: Menemxep / Pykosoauresis

Manoj kumar h} ’Z@L b __/_

Reprint Date /
Jara:22.05.2023

fh

Reprint Date /
Jara: 22.05.2023

Reprint Date /
Jara: 22.05.2023

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 ‘,‘:‘.

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

CEPTHOHKAT AHAJIU3A

www.drreddys.com

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg

Hpoayxr: Keropon" Dkenpecc (keToponax) TabaeTky, AMCEprupyemble B M0JI0CTH pTa, 10 mr

Batch No / 1 V2300718 Batch Quantity / : 3600000 tab /
Cepns No O0bem cepun 3600000 tab
Analytical Report No / : 890001663419 Date of Analysis / 1 22.05.2023
AHaJUTHYeCKHH oTueT Ne JlaTa anHanuza

Date of Manufacture / : Apr.2023 Date of Expiry / : Mar.2025
JlaTa npoM3BoACTBA Tomen mo

Analysis performed according ND / Ananu3 nposegen no HJI:
JITI-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / uzmenenne Nel ot
27.12.2021, usmenenue Ne2 ot 11.11.2022)

|
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11 | Microbial enumeration tests / Muxpo6uosoruueckas yucrora™

a) Total Aerobic Microbial NA Not more than 1000 CFU/g /
Count / Obmee uucio He Gonee 1000 KOE/r
a3poOHBIX MUKPO-
OpraHU3MOB
b) Total Combined Yeast NA Not more than 100 CFU/g /
and moulds count / O61wee He 6onee 100 KOE/r
YUCITO IPOMKIKEBBIX H
ITECHEBLIX FPUOOB
¢) Escherichia Coli NA Shell be absent in 1 gram /
OrcytctBHE B 1 T
12 | Uniformity of dosage units / 2.6 Acceptance value (AV) not more than
OOoHoOpoAHOCTH 15.0 / TlpuemouHoe 3HaueHue (AV) He
JI03MPOBAHUSA 6onee 15,0.
13 Assay / KonnyecTBeHHOe 9.8 mg/9.8 Mr From 90mg to 11.0mg of
onpeaeeHUe (97.8 %) C1sH13NO3C4H | | NOs (ketorolac
tromethamine) (from 90.0 to 110.0 % of
the label claim) per a tablet / Ot 9,0 Mr
pi(e] 1 1,0 MI C15H13NO3°C4H11NO3
(keroponaka Tpomeramut) (ot 90,0 no
110,0 % oT 3as%BAEHHOr0 KOJHUYECTBA) B
TabNeTKe
14 | Butylhydroxyanisole 0.0941 mg/tab / Not less than 0.042 mg/tab /
content / Coaep:kanne 0.0941 mr B Tabnerke He menee 0,042 mr B TabneTke
Gy THIrHAPOKCHAHH30J1A

Remarks: The Product conforms to ND/

Conclusion: APPROVED /

[Mpumedanue: ITpoaykT cooTseTcTBYeT Tpebosanusam HJI

3axmouenne: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[Moarotosneno: Ankit IMposepeno: Himesh Kumar | Ono6peHo: Menemxep / Pykosonmresis
/R = Manoj kumar ,T‘h -
/ —
Reprmt Date / i Reprint Date / Reprint Date /
HMata:22.05.2023 Hara: 22.05.2023 Hara: 22.05.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4200 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
Ilpoaykr: Keropon" Skenpecc (ketoponak) Tabnetku, AMCNEprHpyeMble B 0JI0CTH PTa, 10 mr

Batch No / : V2300718 Batch Quantity / : 3600000 tab /
CepHa Ne OGbem cepun 3600000 Tab
Analytical Report No / : 890001663419 Date of Analysis / : 22.05.2023
AnaJjluTHYecKHii oTueT No Jara anaanza

Date of Manufacture / : Apr.2023 Date of Expiry / : Mar.2025
JlaTa npou3BoacTBa Tonen no

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, uzmenenne Ne2 ot 11.11.2022)
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15 Package / Ynakoska

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 Tabnerok B
6nauctepe uz (MA/AJVIID ¢
paaronornorureneM/I13BIT)
¢oneru // (IT3/AJI) donsru. o
2 GaucTepa ¢ MHCTPYKLUHMEH IO
NPHMEHEHHUIO B navKy
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 6uucrepe u3 (ITA/AJI/TID ¢
sinaronornorureneM/I[19BI1) donern //
(TI3/AJ1) donbru. ITo 1 unu 2 6iuctepa
C HWHCTpYKIHe# M0 NpUMEHEHUIO B
NayKy KapTOHHYIO.

16 | Labeling / MapkupoBka

According to ND / B cooterctBuu ¢ HJ{

17 Storage conditions /
XpaHenune

Below 25 °C. / IIpu Temnepatype He Bblie 25 °C.

18 Shelf life / Cpok rognoctn

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 BbINYCKe JIEKAPCTBEHHOr0 NpenapaTa KOHTPOJIb KauecTBa 10 nokaszatesio «Mukpobuoaorudeckas
YHCTOTA» POBOAUTCS JNA Kamaoi 20-oii cepHH, HIH 015 OAHOI cepuM B roj, B 3aBHCUMOCTH OT TOr0, YTO

HACTYINMUT paHblIe.

Remarks: The Product conforms to ND/
[Mpumeyanue: [poaykt coorseTcTBYET TpeboBaHmsam HJL

Conclusion: APPROVED /
3axmouenne: OJJOBPEHO

Jara:22.05.2023

Prepared by / Checked by / Approved by: Manager/Executive /
[Toarorosnexno: Ankit Mposepeno: Himesh Kumar | Omo6peno: Menemep / PykoBoantesnb

/ o C:J__,—’""‘. Manoj kumar h " %((uc -
Reprnnt Date/ Keprint Date / Reprinl Dale /

Jata: 22.05.2023

Jara: 22.05.2023

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




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

CERTIFICATE OF ANALYSIS Tel : +91 98166 56001-02
CEPTUPUKAT AHAJIM3A www.drreddys.com

\Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
IpoAykT: Ketopon" Dkcnpecc (keToposiak) TabaeTKH, AMCneprupyemsle B nonocTu pra, 10 mr

BatchNo / : V2300718 Batch Quantity / : 3600000 tab /
CepHn Ne Oobbem cepnn 3600000 tab
Analytical Report No / : 890001663419 Date of Analysis / 1 22.05.2023
AnaJluTnyeckuii oruer Ne JlaTa ananusa

Date of Manufacture / : Apr.2023 Date of Expiry / : Mar.2025
Jata upousBoacraa T'open no

Analysis performed according ND / Ananus nposeaen no HJI:
JITI-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / uzmenenne Nel ot
27.12.2021, namenenne Ne2 or 11.11.2022)
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API name / Haumenosanue ADC: Ketorolac tromethamine / Ketoponaka
TpOMeTaMHH

INN/MHH: Ketorolac / KeToponak

API manufacturer batch number / ABPH007722

Homep cepun npoussoautens ADC: |

FP Manufacturer API Batch number / FEPA04329 & FEPA04330

Homep cepun cy6ctannuu npoussoautes IJId:

API Manufactured by & country / Dr. Reddy's Laboratories 1td., India /

IMpousesoautenr APC, cTpana: J-p Peqau'c Jlaboparopuc Jita., Uaaus
Remarks: The Product conforms to ND/ Conclusion: APPROVED /
Ilpumeyanue: [Ipoaykr cooTeTcTBYET TpeboBanusam HJI 3axurouenue: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[NonroroeneHo:Ankit ) [poeepeno: Himesh Kumar | Onobpeno: Menemxkep / Pyxoao;i(r;‘nb

/ L : Manoj kumar 3@3 (L

Reprint Date / - Reprint Date / Reprint Date /
Jata:22.05.2023 Hara: 22.05.2023 Jara: 22.05.2023
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