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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

CEPTHOHKAT AHAJIA3A

www.drreddys.com

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Mpoayxr: Keropon” Skcnpece (keToposak) TabIeTKI, ANCTEPIrUpyeMbi€ B NONOCTH PTd, 10 Mr

Batch No / . : V2301424 Batch Quantity / : 3600000 tab /
Cepust Ne Ofvem cepin 3600000 Tab
Analytical Report No / : 890001679130 Date of Analysis / : 21.08.2023
AnanuTHyeckuii oTyer Ne Hara aHaTH32

Date of Manufacture / : Jul.2023 Date of Expiry / : Jun.2025
JlaTa IpOM3BOACTBA Toaen no

Analysis performed according ND / Auanns nposegen mo HIL:
JII1-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / nameHenue Nel ot

27.12.2021, uamenenne Ne2 ot 11.11.2022)

Page1 of 8/Crp. 113 8

tablets with "|" debossed on one
side. /
Tabnetkn ¢ (hackoH,
HENTOro LBeTa C IPaBHPOBKOH
«|» Ha OTHOM CTOpOHE.

IUIOCKHE
CBETNO-

Kpyrinete,

i,.? Test / IloxazaTennb Results / Pe3ynbTaThl Specification / Hopma
1 Description / Onucanune Light yellow round flat beveled | Light yellow round flat beveled tablets

with "|" debossed on one side. /
Kpyrisie, TIOCKHE TablIeTKH ¢ PAcKOH,
CBETNO-)KENTOTO (BETa C TPaBUPOBKOA
«l» Ha OJIHOI CTOPOHE.

2 Identification / ITo ANHHHOCTH

Ketorolac / Kemoponax

a) Byuv/
YV ®-crieKTpodOTOMETPHS

Complies / COOTBETCTRYET

UV specira of the test solution and
ketorolac  tromethamine  standard
solution should have peaks at the same
wavelength (£ 2 nm). / Y®-criekTpsl
MOT/IOLIEHHs MCTBITYEMOTO pacTBopa U
pacTBopa  CTaHJapTHoro  obpasua
KeToponaka TPOMETaMHHa  JOJDKHBI
MMeTh MAKCUMYMBbI TIPH OIHOM 1 TOH e
IUTHHE BOJHB! (& 2 HM).

Remarks: The Product conforms to ND/
IIpumeuanue: TIpOAYKT COOTBETCTBYET TpeGOBAHHAM HJ

Conclusion: APPROVED /
3akmrouenne: QJIOGPEHO

Prepared by /
IoarorosneHo: Ramakant

Checked by /
[Iporepeno: Pardeep Kumar

=

Approved by: Manager/Executive /

Opobpeno: Menei / PykoBOaMTEND
Abhishek Chauhan 1 \
L___ —

Qula
Rupiint Date /

Jlara: 21.08.2023

Roprint Date /
Jlara: 21.08.2023

Reprint Diate /
Jata: 21.08.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4500 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com

CIN: L85195AP1954PLCO0AS07
www.drreddys.com
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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

CEPTUOHUKAT AHAJIU3A

www.drreddys.com

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoayxr: Ketopon™ Dkenpece (keToponak) TabreTky, ARCIEPrUPYeMEbIe B [IOI0CTH pTa, 10 mr

Batch No/ : V2301424 Batch Quantity / : 3600000 tab/
Cepus Ne Ob6beM cepun 3600000 Tab
Analytical Report No / : 890001679130 Date of Analysis / + 21.08.2023
AHaJHTHIeCKHH oTHeT Ne Jara aHa/IH3a

Date of Manufacture / : Jul.2023 Date of Expiry / ;7 Jun.2025
JlaTa Mpon3BoJCTBA Tonen no

Analysis performed according ND / Anann3 nposegen no HJ:
JITT-004929-011119 (amend Nel from 27,12.2021, amend Ne2 from 11.11.2022 / usmeneHue Nel ot

27.12.2021, usmenenne Ne2 or 11.11.2022)

Page2 of 8§/ C1p. 2 m3 8

Test / IToxazaTens

s

Results / Pe3ynsraTsl

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  ynepKHBaHWA
OCHOBHOrC INUKa Ha XpoMarorpaMme
HCIILITYEMOTO ~ PacTBopa  JHOJDKHO
COOTBETCTBOBATH BpPEMCHH
yIEp)KHBAHHS OCHOBHOrO IWKa Ha
XpOMaTorpamMMe pactBopa
CTaHOAPTHOTO KETOpOoJiaka
TPAMETAMWHA (paznen
«KoMUHeCTBEHHOE ONpeelICHIEE).

obpaslia

Remarks: The Product conforms to NIV

[Ipumeuanwue: [IponykT coorBercTByeT TpeboBanuam HJI

Conclusion: APPROVED /
Sakaouenne: OJJOBPEHO

Prepared by /
IToaroTosnedo: Ramakant

oo

Checked by /
IMposepeno: Pardeep Kumar

=l

Approved by: Manager/Executive /

Onobpeno: Menemiep / Pykosonurens
Abhishek Chauhan 3 \

Reprint Date /
Jata: 21.08.2023

Reprint Date /
Jlata: 21.08.2023

Reprint Date /
Jata: 21.08.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4300 2200, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85135AP1934PLCO0D4507

www.drreddys.com




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 ; +91 98166 56001-02

CEPTHOHKAT AHAJH3A

www.drreddys.com

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
IpoaykT: Keropon™ Sxenpecc (keToponak) TabneTky, AUCHEPripyeMbie B TIONIOCTH pTa, 10 Mr

Batch No / : V2301424 Batch Quantity / : 3600000 tab /
Cepus Ne O6bem cepun 3600000 Tab
Analytical Report No / : 890001679130 Date of Analysis / : 21.08.2023
AHAJHTHIECKHH oTYyeT No Jata ananusa

Date of Manufacture / : Jul.2023 Date of Expiry / : Jun.2025
JlaTa npou3BoacTBa T'ogen xo

Analysis performed according ND / Ananu3s nposeaen mo HJI:
J1-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / usmenenne Nel or

27.12.2021, usmenenue Ne2 or 11.11.2022)

Page3 of 8/ C1p. 3 m3 8

?: Test / Ilokazarens Results / Pe3ynbTaThi Specification / Hopma
3 Identification Complies / CooTBETCTBYET The  retention  times of  2-
Butylhydroxyanisole / butylhydroxyanisole and 3-
HoanuuuocTb butylhydroxyanisole peaks on the
6y THMJIrHIPOKCHAHH30 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). / DBpeMeHa YAEpXUBAHHA
IHKOB  2-6YTHATMADOKCHAHH30MA W
-6y THITHAPOKGHAHKANIR Ha
XpOMaTorpaMme UCTBITYEMOTO
pacTBOpa NOJKHBL COOTBETCTBOBATH
ppeMeHaM  YAGpXKHBaHHMA [HKOB
2-0yTHITHAPOKCHAHHN30Ia %4
3-6yTWITHAPOKCHAaHB30I1a Ha
XpOMarorpaMme pacteopa
CTaHAapTHOTO obpa3ia
6yTHIrUIpOKCHAHKU3O0NA (paszaen
«ConepxaHue
GYTHITUIPOKCHAHN30/TA»).
4 Average weight / Cpeauss 69.1 mg/69.1 mr 67.2 mg to 72.8 mg (70.0 mg + 4.0 %)./
Macca Ot 67,2 Mr a0 72,8 Mr (70,0 mr+ 4,0 %).
Remarks: The Product conforms to NT)/ Conclusion;: APPROVED /
IMpumeuanue: [IpoaykT cooTBeTcTByeT Tpebosanusam HJ{ 3axawuyenne: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[MogrororneHo: Rama]cadni IIposepeno: Pardeep Kumar | Onobpeno: Menemiep / PykoBoauTeb
? Abhishek Chauhan L
&Rt | B
Reprint Date / Reprint Date / Reprint Date / '
Jata: 21.08.2023 JHara: 21.08.2023 JHara: 21.08.2023

Registered Office: 8-2-337, Road iNa. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: 491 40 4900 2200, Fas: 91 -10 4900 293¢, Email: mail@drreddys.com
CIN: L85195AP1334PLCO04507
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

CEPTHOUKAT AHAJIA3A

www.drreddys.com

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
MponykT: Keropon™ Skcrpece (keToposiak) TabneTky, AUCnepriupyembie B ro10CTH pTa, 10 mr

Batch No / : V2301424 Batch Quantity / : 3600000 tab /
|Cepua Ne O6nem cepHH 3600000 Tab
Analytical Report No / : 890001679130 Date of Analysis / : 21.08.2023
AHaanTHYeCKHH oTyeT N2 JaTa anajivza

Date of Manufacture / : Jul.2023 Date of Expiry / : Jun.2025
JlaTa mMpOH3BOACTRA Tonen oo

Analysis performed according ND / Ananus nposeaen no HJI:
JITI-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 /n3meHenue Nel or
27.12.2021, namenenne Ne2 or 11.11.2022)

Paged of 8§/ Crp.4u3 8

I;.oo Test / ITokazaTenn Results / Pe3ynbraTs! Specification / Hopma
Uniformity of weight / Complies / CooTBeTCTBYET 18/20 tablets - not more than = 10 %
OXHOPOAHOCTh MACChI 2/20 tablets - not more than + 20 % /

18/20 Ttabnetox — He 6Gonee *10%
2/20 TabineTok — He Bonee + 20 %

5 Disintegration time / 00 min 20 sec / 00 mMuH 20 cex Not more than 3 min / He 6onee 3 Mug
PacnapaemocTh

6 Dissolution / PacTBopeHue Unit-1 / Tabn-1 99% Not less than 75% (Q) of

i C5sH13NO3+CqH;  (NO3 (ketorolac
Ll T Lo tromothamina) in 15 min / He meniee
Unit-3 / Ta6n-3 96% 75% (Q  CisHiNO3CHiNO;

h (KeToposiaka  TPOMETaMHH)  HEpe3s
Unil-4 / TaGn-4 8% 18 pwist :

Umit-5 / Tabn-5 99%
Unit-6 / Ta6a-6 100%

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

JucnepcHOCTH 710 pm sieve is formed. / O6pasyeres
ONHOPOAHAS CYCNEH3HA, NpOX0nsiias
CKBO3b CHMTO C pa3MepOM OTBEPCTUH
710 MKM.

Remarks: The Product conforms to ND/
Ipumeuanue: IIponykTt cooTBeTCTBYET TpeboBaHusmM HJ

Conclusion: APPROVED /
3akmouyenune: OJJOBPEHO

Prepared by / Checked by /
IToaroroeneHo: Ramakant IIposepeno: Pardeep Kumar

Approved by: Manager/Executive /

Onobpeno: Meuemigp / PykoBoaurens
Abhishek Chauhan ‘; \

Reprint Date /

Reprint Date /
JHara: 21.08.2023 Hara: 21.08.2023

Reprint Date /
Jlata: 21.08.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderaba:i - 500034, Telangana, India

Tel: 491 40 4500 2200, Fax: +91 .10 4500 2999, Ema

il: mail@direddys.com

CIN: L85195AP1354PLCO04507

www.drreddys.com




Dr.Reddy’s ":‘

CERTIFICATE OF ANALYSIS
CEPTH®HKAT 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
Hpoayxr: Keropon™ Skenpece (keTopoJiak) Tabnerky, AMCNepripyceMsIc B MONOCTH Pd, 10 Mr

JlaTa npou3BOACTBA

Batch No / 1 V2301424 Batch Quantity / : 3600000 tab /

Cepus Ne O6beM cepirn 3600000 Tab

Analytical Report No / : 890001679130 Date of Analysis / : 21.08.2023

AnanuTHYECKHIl oTyer Ne Jara anaausa

Date of Manufacture / : Jul.2023 Date of Expiry / : Jun.2025
Topxen xo

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

27.12.2021, namenenne Ne2 or 11.11.2022)

Page 5of 8 / CTp. Sn3 8

8 Related impurities / PoacTeennbie npumecu

1-ruppokcyananor

ketorolac 1-hydroxy analog /

Below LOD (LOD = 0.0010 %) /
Hwxe npeaena o6Hapyxenns (JI0 =

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

KeTopoJiaka
0.0010 %)

ketorolac 1-keto analog/ Not more than 0.8 % / He 6onee 0,8 %
1-keToaHalor KeTopoJiaka 0.03 %
Any unidentified impurity / Not more than 0.5 % / He 6onee 0,5 %
€OUHNYHAs 0.06 %
HeMpeHTHULMPOBaHHAS
NpHMech
Tolal impuritics / 01 %% Tlot moru wi 1.0 3% / Hy Guiws 1,0 %5
CyMMma npumMecei

9 | Water/Boaa ?25% Not more than 7.0% w/w /

He 6onee 7,0 %

10

Residual solvents by GC/ OcTaTo4Hble OpraHH4€CKHEe pacCTBOPHTENH

Isopropyl alcohol /
H3zonpomnaHoi

4 pgitab /
4 Mkr B TabneTke

Not more than 350 pg/tab/
He 6onee 350 Mxr B TabneTke

Remarke: The Product conforms to NI/
I[Tpumeuarne: [IpolyKT COOTBETCTBYET TpeGOBAHMAM HI

Conclusion: APPROVED /
Zaxaouyenune: OTOBPEHO

Prepared by /
IToarorosnedo: Ramakant

Checked by /
[MposepeHo: Pardeep Kumar

Approved by: Manager/Executive /

Onobpeno: Menemxkep /| Pykosoautens
Abhishek Chauhan

Rl
Reprint Date /

TaTa: 21.08.2023

Reprint Date /
Hata: 21.08.2023

Reprint Date /
Jara: 21.08.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabzd - 500034, Telangana, India
Tel: +91 40 4900 2900, Fa:: +91 10 4900 2999, Email: mail@drreddys.com

CIN: L85195APP1934PLC0O04507
www.direddys.com
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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 : +91 98166 56001-02

CEPTHO®HKAT AHAJII3A

www.drreddys.com

|Froduct: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg W
Mpoayxr: Keropon® Bkenpece (keToponak) Tabnerku, AMCHEPrHPyEMBIE B I070CTH P14, 10 Mr

Batch No / 1 V2301424 Batch Quantity / : 3600000 tab /
Cepust Ne Ob1em ceprn 3600000 Ta6
Analytical Report No / : 890001679130 Date of Analysis / : 21.08.2023
AnannTHyecknii oryer Ne JlaTa ananusa

Date of Manufacture / : Jul.2023 Date of Expiry / : Jun.2025
JaTa NpOM3BOACTBA Topen g0

Analysis performed according ND / Auanu3s nposenen no HJI:
JITI-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / n3menenue Nel or

27.12.2021, uamenenne Ne2 ot 11.11.2022)

Page 6 of 8/ Crp. 6 n3 8

11 | Microbial enumeration tests / MukpoGuonornyeckas yucrora*

a) Total Aerobic Microbial NA Not more than 1000 CFU/g /
Count / Obuicc 9UcIo He 6onee 1000 KOE/r
a3pO6HBIX MUKpO-
OpraHu3MOB
b) Total Combined Yeast NA Not more than 100 CFU/g /
and moulds count / Obiee He 6onee 100 KOE/r
TUCIIO OPOXOKEBBIX U
INECHEBIX TpuboB
¢) Escherichia Coli NA Shell be absent in 1 gram /
OtcyrcTBue B 1 T
12 | Uniformity of dosage units / 33 Acceptance value (AV) not more than
OUHOPOAHOCTE = 15.0 / Tlpiemorinoe 3Hanerie (AV) He
JIO3HPOBAHHS 6onee 15,0.
13 Assay / KoiuyecTBeHHO® 9.9 mg/99 Mr From 90mg to 11.0mg of
onpeeneHne (98.8 %) C15sH13NO3°C4H ;| 1NO3 {(ketorolac
tromethamine) (from 90.0 to 110.0 % of
the label claim) per a tablet / Ot 9,0 M
o 11,0 mr  CisH;sNO3=C4H;1NO3
(xeToponaka Tpometamus) (o1 90,0 no
110,0 % oT 3asABJIEHHOTO KOJIMYECTBA) B
TabneTke
14 | Butylhydroxyanisole 0.0922 mg/tab / Not less than 0.042 mg/tab /
content / Copepxxanue 0.0922 mr B Tabnerke He menee 0,042 Mr B Tabnerke
0yTUATMIPOKCHAHH30J1a

Remarks: The Product conforms to ND/
I[Mpumeuanue: Tlpoaykr coorsercryer Tpebobaniam HI

Conclusion: APPROVED /
3axmwuenue: OJJOBPEHO

Prepared by /
ITonrororneno: Ramakant

Checked by /
[Mposepeno: Pardeep Kumar

Approved by: Manager/Executive /

Ono6peno: Meneiiep/ PykoBoaurens
Abhishek Chauhan IL \

e
Reprint Date /

Jata: 21.08.2023

Reprint Date /
JHara: 21.08.2023

Reprint Date /
Hara: 21.08.2023

Registered Office: 8-2-337, Roadi No. 3, Banjara Hills, Hyderabaii - SGi034, Telangana, India
Tel: +91 40 4900 2900, Fax: 491 40 4900 2999, Emaii: mail@diredriys.com

CIN: L.85195AP1984PLC0O04507
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

CEPTHOHUKAT AHAJIM3A

www.drreddys.com

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoayxr: Keropon® Dkenpece (keToponak) TabneTku, AHcneprupyeMbie B MOJI0CTH pTa, 10 Mr

Batch No / : V2301424 Batch Quantity / : 3600000 tab /
Cepus Ne O6bem cepHH 3600000 Ta6
Analytical Report No / : 890001679130 Date of Analysis / : 21.08.2023
AHaaHTHYecKHii oTyeT No Hata ananusa

Date of Manufacture / : Jul.2023 Date of Expiry / : Jun.2025
JlaTa MpoOH3BOACTBA T'onen g0

Analysis performed according ND / Ananu3 nposeaen mo HJL:
JITI-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / m3menenune Nel oT

27.12.2021, uamenenne Ne2 ot 11.11.2022)

Page 7 of 8 /Cxp. Tuz 8

15 | Package/ Ynakosxa

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 Ttabnetox B
omucrepe n3  (IIAJAJIIIS ¢
prnaronoriaorurenem/[I19BII)
donern // {(TIIS/AN) $onsru. Io
2 fmucTepa ¢ UHCTPYKLHEH MO
[pHMEHEHHIO B HayKy
KapTOHRYIO.

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 6aucrepe u3 (TIA/AJITIS ¢
prnaronornotutenem/I1OBII) doneru //
(IT3/ATT) donsru. ITo 1 mnu 2 6nucTepa
¢ HHCTpYKLMEH IO NPUMEHEHHIO B
nauKy KapTOHHYO.

16 | Labeling / MapkupoBka

According to ND / B cootserctBun ¢ HJI

17 | Storage conditions/
XpaHeHue

Below 25 °C. / le;l. Temneparype He Boie 25 °C.

18 Shelf life / Cpok roanocTu

2 years / 2 roza

each 20th batch, or for one batch in a year whichever is earlier.
* [IpH BbINYCKC 1IEKAPCTBEHHOO NPENapaTa KOHTPOJIb Ka4eCTBa 110 nokazaTemo «MukpoGHomornyecKkas
YHCTOTA» MPOBOANTCS ANs KaxKao# 20-0if cepuH, HH /IR OAHOH CEPUH B IO, B 3aBHCHMOCTH OT TOT0, “TO

HACTYIHUT paHbILC.

* At product release the quality control as per the parameter « Microbial enumeration tests» is performed for

Remarks: The Product conforms to NI/
IMpumeyanue: [Ipoaykt cootBercTBYeT TpeboBanusam HJI

Conclusion: APPROVED /
S3axiarouenue: OJJOGPEHO

Prepared by /
IToarotosneno: Ramakant

fulesd

Checked by /
Ipoeepeno: Pardeep Kumar

Approved by: Manager/Executive /

Onobpeno: Menemxer|/ Pykosoantess
L Abhishek Chauhan L\

Reprint Date /
Hara: 21.08.2023

Reprint Date /
Jlarta: 21.08.2023

Reprint Date /
Jara: 21.08.2023

Registered Office: 8-2-337, Roadi No. 3, Banjara Hills, Hyderabad - $00034, Telangana, India
Tel: +91 40 4900 2200, Fax: +91 40 4900 2999, Emaii: mail@drreddys.com

CIN: LSS5195AP1984PLC004507
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 el : +91 98166 56001-02
CEPTHOUKAT AHAJIM3A www.drreddys.com

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
I poaykT: Keropon™ Dxenpecc (ketoponak) Tabnerky, AUCTIEPrUPYCMBIC B [IONOCTH P74, 10 Mr

Batch No / : V2301424 Batch Quantity / : 3600000 tab /
Cepust Ne ' O0beM cepun 3600000 Tab
Analytical Report No / : 890001679130 Date of Analysis / + 21.08.2023
|AnaInTHYECKHIT OTYeT Ne JlaTa aHaA3a

Date of Manufacture / : Jul.2023 Date of Expiry / : Jun.2025
JlaTa npoH3BOACTBA Tonen g0

Analysis performed according ND / Anannz nposenct no HJL:

27.12.2021, m3menenne Ne2 ot 11.11.2022)

JII-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / usmenenne Nel or

Page8of 8/ Crp. 8n3 8

API name / HaumeHopanue APC:

Ketorolac tromethamine / Keroponaka

Homep cepuu cyberanuun npoussoautens I'JID:

TPOMETAMUH
INN / MHH: Ketorolac / Keroponag
API manufacturer batch number /
Howmep cepuu nponssoauteas ADPC: ORI
FP Manufacturer API Batch number / FEQA00276

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

Dr. Reddy's Laboratories Ltd., India /
I-p Peqnn'c Jlaboparopuc Titn,, WHnus

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

IIpumeuanne: [Tpoaykt cooTreTcTBYET Tpebopanmsam HJI 3akmouenne: OJJOEPEHO

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

[Moarorosneno: Ramakant IMposepeno: Pardeep Kumar | Onobpeno: Menemwkey / PykoBoautens

) Abhishek Chauhan L{

Qualed—~ o~ -

Reprint Date / Reprint Date / Reprint Date /

Ilata: 21.08.2023 Hara: 21.08.2023 Jara: 21.08.2023
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Tel: +91 40 4900 2900, Fax: +91 40 4500 2999, Email: mail@drreddys.com
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