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 1} : +91 98166 56001-02
CEPTHOHKAT AHAJTHM3A www.drreddys.com

Proﬁuct: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
P
TIpoayxt: Keropon™ Sxenpeece ( KETOpOJIaK) TAbJIETKH, IMCHIEpriupyeMble B M0I0CTH pra, 10 Mr

Batch No / : V2301307 Batch Quantity / : 3600000 tab /
Cepha Ne O6bem cepni 3600000 Tab
Analytical Report No / : 890001676609 Date of Analysis / : 27.07.2023
ApaimTuyeckuii otyer Ne Jara anaausa

Date of Manufacture / : Jun.2023 Date of Expiry / : May.2025
Jlara npou3BoACTBa Topen o

Analysis performed according ND / Ananu3s nposeaen mo H/L:
JITI-004929-011119 (amend Nel from 27.12.2021, amend No2 from 11.11.2022/ u3mencnue Nel ot

27.12.2021, u3menenne Ne2 or 11.11.2022)

Page10of8/Crp.1 u3 8

No

o Test / TToxazaTenn

Results / PesynbraTii

Specification / Hopma

1 Description / Omucanue

Light yellow round flat beveled
tablets with "|* debossed on one
side. / Kpyrible, [UIOCKHE
tabnetkn ¢ ackoi, csemno-
KEJITOro LBeTa ¢ IpaBHPOBKOH
«I» Ha OXHOM CTOpOHE.

Light yellow round flat beveled tablets
with "|" debossed on one side. /
Kpyrasle, miockue TabneTku ¢ Gackor,
CBETJIO-KENTOr0 L{BETA ¢ IPaBUPOBKOH
«l» Ha 0{HO} cTOpOlE.

2 Identification / ITIoAJHHHOCTDL

Ketorolac / Kemoponak

a) Byuv/
VO-criexTpodoTOMETPHA

Complies / CooTBETCTBYET

UV spectra of the test solution and
ketorolac  tromethamine  standard
solution should have peaks at the same
wavelength (= 2 nm). / V®-cnexrpsl
NOMIOLIEHHSA HCIIBITYEMOIO PAcTBROPA U
pacTBopa  craHmapTHoro  ofpasna
KETOpOJlaka TPOMETaMHHA  JIOJDKHBL
HMETb MaKCHMYMBI TP OJIHOH M TOH X¢
JUTHHE BOJHEI (£ 2 HM).

Remarks: The Product conforms to ND/ Conclusion: APPROVED /
TIpumeuanue: [Ipomykr cootBeTcTBYeT Tpebosanmam HJI 3aknwucane: OJJOBPEHO

Prepared by /
IToprotoeneno: Pardeep

Kumar s 1

-

Checked by /
Iposepeng: Santosh Kumar
Kumar T

Approved by: Manager/Executive /

Ono6peno: Menemkep / Pykosgaurens
Manoj Kumar “}M

Reprint Date /
JHarta: 27.07.2023

Reprint Date /
Hara: 27.07.2023

Reprint Date /
Jara: 27.07.2023

Registered Office:

8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, (ndia
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLCO04507

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

CEPTHOHUKAT AHAJII3A

www.drreddys.com

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Tpoayxr: Keropon” 9kenpece (KeToponak) TabierTki, AMCACPrHPYEMBIC B TT0JI0CTH PTa, 10 mMr

Batch No / : V2301307 Batch Quantity / : 3600000 tab /
Cepus Ne Qbpem cepun 3600000 Tab
Analytical Report No / : 890001676609 Date of Analysis / : 27.07.2023
AHanHTHYeCKHi oTyeT Ne JlaTa aHaj43a

Date of Manufacture / : Jun.2023 Date of Expiry / : May.2025
JlaTa NpoH3BOACTBA T'ogen o

Analysis performed according ND / Ananus nposeaen no HJL:
JIT1-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / usmenenne Nel ot

127.12.2021, n3menenne Ne2 o1 11.11.2022)

Page 2 of 8 /Crp. 2 m3 8

No
No

Test / IlokazaTenb

Results / PesynbTaThl

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 yIepXUBAHHA
OCHOBHOI0 IMK4 HAa XpOMaTorpaMMe
HCTIBITYEMOTO ~ pacTBopa  JNOJDKHO
COOTBETCTBOBATH BpEMEHHU
yIEpXKMBaHMSL OCHOBHOTO IHKa Ha
XpOMaTorpamMme pacTBopa
CTaHZapTHOIO KeTopoJ1axa
TPOMETaMMHA (paznen
«Konu4ecTBeHHOE ONpefeNeHHe).

obpa3sila

Remarks: The Product conforms to ND/

[Tpumeuanue: [lpoaykT cooTBeTcTBYeT TpeGosannsm HJI

Conclusion: APPROVED /
3akmoyenne: OJIOBPEHO

Prepared by /
Ioarotosneno: Pardeep

Kumar f .

Kumar

Checked by /
IMpogsepeno: Santosh Kumar

Approved by: Manager/Executive /
Ono6peno: Menemxep / Pykosganresns

Manoj Kumar q;g( ol

Reprint Date /
Jara: 27.07.2023

Reprint Date /
Hara: 27.07.2023

Reprint Date /
Iata: 27.07.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Emaii: mail@drreddys.com
CIN: L85195AP1384PLC0O04507

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 AHAJITI3A

www.drreddys.com

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Mponykr: Keropon® Dxenpecc (keToponak) Tabaerkn, AMCHEprHpYEMbIC B IOTIOCTH Prd, 10 mMr

Batch No / : V2301307 Batch Quantity / : 3600000 tab /
Cepita Ne O0BeM cepHn 3600000 a6
Analytical Report No / : 890001676609 Date of Analysis / : 27.07.2023
AnanuTHyeckHi oTyer Ne JlaTra anannza

Date of Manufacture / : Jun.2023 Date of Expiry / : May.2025
JaTa npou3BoACTBA I'onen ao

Analysis performed according ND / Auanus nposegen no HJI:
JIIT-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / n3menenne Nel ot

27.12.2021, namenenne Ne2 ot 11.11.2022)

Page30f8/C1p.3 3 8

No

No Test / TToka3aTens

Results / Pe3yisTaThl

Specification / Hopma

Identification
Butylhydroxyanisole /
IMonaHHHOCTL
6yTHArnapOKCHAHNH3O0

3

Complies / COOTBETCTBYET

The retention times of  2-
butylhydroxyanisole and 3-
butylhydroxyanisole peaks on the
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). / BpeMcna yaepXuBaHUA
[IMKOB  2-OYTHITHAPOKCHAHK3ONA M
3-6yTHArMAPOKCHAHH30A Ha
XpoMaTorpamMme HCMBITYEMOTO
pacteopa AOQKHBL COOTBETCTBOBATH
BpeMEeHaM  YHEpXKUBAHMA  ITMKOB
2-6yTHITHAPOKCHAHM30MIA u
3-6yTHITHAPOKCHAHH30Ia Ha
XpOMaTorpaMmme pacTBopa
CTAHIAPTHOTO obpasua
6YTHATHAPOKCHAHU301a (pazmen
«Coaepxanue
6yTHIITHAPOKCHAHU3012»).

Average weight / Cpeansas
macca

69.1 mg/ 69.1 mr

67.2 mg to 72.8 mg (70.0 mg £ 4.0 %)./
Ot 67,2 Mr 10 72,8 Mr (70,0 Mr+ 4,0 %),

Remarks: The Product conforms

ITpumeuanne: TIpoAyKT cOOTBETCTRYET TpebGosaHuay HI

to ND/

Conclusion: APPROVED /
Saxawuenne: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
IoaroTosnexo: Pardeep Tlposepeng: Santosh Kumar | OnoBpeno: Menemxkep / Pykosoaurens
Kumar E § K # jﬁ_ Manoj Kumar r@ ’ J .

Reprint Date / Reprint Date / Reprint Date /

Jarta: 27.07.2023 JlaTta: 27.07.2023 Hara: 27.07.2023

Registered Office:

8-2-337, Road Na. 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

CEPTHOHUKAT AHAJIH3A

www.drreddys.com

Mpoavkr: Keropon” Dxenpece (ke
LN p

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
TOPOJIAK) TAONCTKH, AUCHEPrupyeMble B IIOOCTH PTa, 10 mr

Batch No / : V2301307 Batch Quantity / : 3600000 tab /
Cepns No O6Bem cepun 3600000 Tad
Analytical Report No / : 890001676609 Date of Analysis / 1 27.07.2023
AnAamuTHYeCKHi oTyeT No Jlara aHaauza

Date of Manufacture / : Jun.2023 Date of Expiry / : May.2025
Java npoM3BOACTBA T'open no

Analysis performed according ND / Anamns nposeaen no HJI:
JII-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022/ n3menenne Nel or

127.12.2021, namenenne Ne2 ot 11.11.2022)

Page 4 of 8/ Cip. 4 u3 8

.No

N Test / IToka3atenb Results / PesyasTaTbl Specification / Hopma
Uniformity of weight / Complies / CoOTBETCTBYET 18/20 tablets - not more than = 10 %
OaHOPOIHOCTE MaCChI 2/20 tablets - not more than + 20 % /

18/20 Tabnetox — He Gonee =10 %
2/20 tabaerox — He Gonee = 20 %

] Disintegration time / 00 min 19 sec / 00 mux 19 cex Not more than 3 min / He 6osee 3 MHH
PacnanaemMocthb

6 Dissolution / PacTBopenue Unit-1/ Ta6n-1 102% Not less than 75% (Q) of

. CsHisNO3*CH1NOs (ketorolac
Unit-2 / Tabn-2 103% tromethamine) in 15 min / He menee
Unit-3 / Ta6n-3 101% | 75% (Q)  CisH;sNOsC4HiNO;s

. N (xeToponaxa  TPOMETaMHH)  4Yepe3
Unit-4 / Tabn4 101% 15 MUH
Unit-5 / Tabn-5 101%

Unit-6 / Tabn-6 101%

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

JAucnepcHocTh 710 um sieve is formed. / O6pasyercs
OIHOpOAHAs CYCHEH3HA, NpOoXonsimas
CKBO3b CMTO C Da3MEPOM OTBEPCTHH
710 MKM.

Remarks: The Product conforms to ND/

[Mpumeuanue: [ponykr coorsercrayer Tpebosanmam HI

Conclusion: APPROVED /
3akarouenne: OJIOBPEHO

Prepared by /
IoarorosnetHo: Pardeep

Checked by /
IMposepeno: Santosh Kumar

Approved by: Manager/Executive /
Onobpeno: Menempkep / PykopoanTens

Kumar Kumar iz Manoj Kumar \ "
Reprint Date / Reprint Date / Reprint Date /

Hata: 27.07.2023

Hata: 27.07.2023

Hara: 27.07.2023

Registered Office:

8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India

Tel: +91 40 4900 2900, Fax: +91 40 4900 2993, Email: mail@drreddys.com
CIN: L85195AP1984PLC0O04507

www.drreddys.com




D R d d y ‘.... Dr. Reddy's Laboratories Ltd,
@ Formulation Unit-6
o y = = Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA

CERTIFICATE OF ANALYSIS 1. +91 98166 56001-02
CEPTHO®HUEKAT AHAJIHA3A www.drreddys.com

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Hpoaykr: Keropon® Dkenpece (ketoponax) tabieTku, Aucnepripyesbie B NoA0CTH pra, 10 mr

Batch No / 1 V2301307 Batch Quantity / :+ 3600000 tab /
|Cepun Ne OGbem cepun 3600000 Tab
Analytical Report No / : 890001676609 Date of Analysis / : 27.07.2023
AHATHTHYeCKHI oTyeT No JlaTa aHain3a

Date of Manufacture / : Jun.2023 Date of Expiry / : May.2025
Jara npousBoacTrea T'omen g0

Analysis performed according ND / Ananus npoeegen no HJI:
JII-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / usmenenne Nel or

27.12.2021, u3smeHenne Ne2 ot 11.11.2022)

Page50f8/CTp.5u38.

8 Related impurities / PogcTBenHble mpuMecH

ketorolac 1-hydroxy analog / Below LOD (LOD = 0.0010 %) / Not more than 0.5 % / He 6onee 0,5 %
I_r-uﬂpoxc"aHanor Huxe npeaena 06Hapy»<eHml (HO =

KeTopoJaKa 0:0010 %)
ketorolac 1-keto analog/ 0.04 % Not more than 0.8 % / He 6onee 0,8 %
1-keroaHajor keToposaxa
Any unidentified impurity / 0.06 % Not more than 0.5 % / He 6onee 0,5 %
eIHHITYHAST
HerAeHTUULUPOBaHHAA
NpUMeCh
Total impurities / 0.2 % Not more than 1.0 % / He 6onee 1,0 %
CymMa npumeceit

9 Water / Bona 2.6 % Not more than 7.0% w/w /

He 6onee 7,0 %

10 | Residual solvents by GC/ OcTaTounbie OpranM4YecKHe pacTBGpPUTENH

Isopropyl alcohol / - 6pgitab/ Not more than 350 pg/tab /
Hsonponadon 6 MKT B TabneTke He 6onee 350 mxr B TabseTke
Remarks: The Product conforms to ND/ Conclusion: APPROVED /
Ipumeuanne: ITpoaykr cootseTcTByeT Tpebosanusam HJL 3axmoyenne: OJOBPEHO
Prepared by / < Checked by / Approved by: Manager/Executive /
IMoaroroeneHo: Pardeep I'lponcpen%Santosh Kumar | OpoGpeno: Menemrep / Pykogonurens
- ~ f
Kumar f Kumar L /",. Manoj Kumar w ,
Reprint Date / Reprint Date / Reprint Date /
Jara: 27.07.2023 Hata: 27.07.2023 JHara: 27.07.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4300 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1584PLCO04507
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

CEPTHOHKAT AHAJTHA3A

www.drreddys.com

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
TIponyxt: Keropon™ Skenpece (ketoponiak) TabneTkn, AMCHEPrHPYEMBIE B TONOCTH PTa, 10 mr

Batch No / : V2301307 Batch Quantity / : 3600000 tab/
Cepus Ne O61beM cepuH 3600000 Tab
Analytical Report No / : 890001676609 Date of Analysis / 2 27.07.2023
AHATHTHYECKHI 0TYeT No Jlara anaH3a

Date of Manufacture / : Jun.2023 Date of Expiry / : May.2025
Jara npon3BojcTBa Topen oo

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

| 27.12.2021, uzsmenenue Ne2 or 11.11.2022)

Page 6of8/ Crp. 6 n3 8

11 | Microbial enumeration tests / MuxpoGuonoruieckas YyncTora*
a) Total Aerobic Microbial NA Not more than 1000 CFU/g /
Count / O6uee 4ucno He 6osee 1000 KOE/r
a3pOOHBIX MUKPO-
OpraHu3MOB
b) Total Combined Yeast. NA Not more than 100 CFU/g /
and moulds count / O61ee He 6onee 100 KOE/r
YHCNO APOXKEBBLIX Y
wrecHeBbIX Tpubos
¢) Escherichia Coli NA Shell be absent in 1 gram /
OtcyrctBue B I T
12 Uniformity of dosage units / 3.8 Acceptance value (AV) not more than
OaunopoaHocTh 15.0 / [puemounoe 3HadeHue (AV) He
IO3HPOBAHHA 6onee 15,0.
13 | Assay/KoanyecTBeHHoe 9.9 mg/9.9 Mr From 90mg to 11.0mg of
onpeaeneHue (99.4 %) CisHi3NO3+C4H[1NO; (ketorolac
tromethamine) (from 90.0 to 110.0 % of
the label claim) per a tablet / Ot 9,0 Mr
po  11,0mMr  C;sHisNO3*C4H;(NOs
(xeToponaka TpomeramuH) (ot 90,0 mo
110,0 % oT 3asBiEeHHOTO KONHYeCTBa) B
tabnetke
14 | Butylhydroxyanisole 0.0981 mg/tab / Not less than 0.042 mg/tab /
content / CopepxaHue 0.0981 Mr B TabneTke He menee 0,042 mr B TabneTke
6YTHArMAPOKCHAHH30JIA

Remarks: The Product conforms to ND/
IIpumeuanue: [Ipoaykr cootreTcTBYeT Tpeboranuam HJL

Conclusion: APPROVED /
3axarouenue: OJIOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
IMoarotosneno: Pardeep [posepeno: Santosh Kumar | Onobpeno: Menemkep / Pykosoaurent
Kurnar { ) Kumar  S3( Manoj Kumar Pl r;(i !
Reprint Date / Reprint Date / Reprint Date /

Hata: 27.07.2023 Hara: 27.07.2023 Hara: 27.07.2023

E 1

==

CIN: (ZE295APLEDIRLEIISEDY
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Dr.Reddy’s Q!-’

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

vVill, Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P.,, 173 205, INDIA

CERTIFICATE OF ANALYSIS  vel: +91 98166 56001-02

CEPTUDHKAT AHAJIM3A

www.drreddys.com

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Dporykt: Ketopon™ xkenpece (ketoponak) TabneTk, AMCepripyceMeie B 1on0cry pra, 10 Mr

Batch No / : V2301307 Batch Quantity / : 3600000 tab /
Cepist Ne O0beM cepHH 3600000 Tab

AHATUTHYCCKHIH oTueT No

Analytical Report No / : 890001676609

Date of Analysis / : 27.07.2023
JlaTa auanu3a

JaTa npoH3BoACTBA

Date of Manufacture / : Jun.2023

I'ogen go

Date of Expiry / : May.2025

Analysis performed according ND / Anaaus nposeaen no HJ:
JITT-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / uamenenne Nel ot

27.12.2021, uzmenenune Ne2 ot 11.11.2022)

Page 7of 8/ é’rp. 7n3 8

15 | Package/ ¥Ynakoska

10 tablets in a blister of
(PA/AL/PE with
desiccant/HDPE) foil // (PE/AL)
foit. 2 blisters with patient
information leaflet in a carton
pack. / Ilo 10 Tabnetok B
6nucrepe u3  (INA/AJITIS ¢
pnaronornotuTencM/TII3BIT)

doasru // (ITS/AJI) dponsru. ITo
2 6ndcTepa ¢ UHCTpYKLMEH To

10 tablets in a blister of (PA/AL/PE with
desiccant/HDPE) foil // (PE/AL) foil. 1
or 2 blisters with patient information
leatlet in a carton pack. / Tlo 10
Tabnerok B Gmctepe u3 (ITA/AJITID ¢
snaronornoturenem/[I9BIT) doneru //
(113/AJ1) dossru. Mo 1 win 2 6nxcTepa
C YHCTPYKUMEH 10 TNPUMEHEHWIO B
124Ky KapTOHHYIO.

MPUMEHEHHIO B
KapTOHHYIO.

nayKy

16 | Labeling / MapkupoBka

According to ND / B coorsercteuu ¢ HI{

17 | Storage conditions/
XpaHenune

Below 25 °C. / IIpa Temmeparype He Bbiie 25 °C,

18 | Shelflife / Cpox 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.
* TIpy BLINYCKE JeKapCTBENHOro MPenapaTa KOHTPOb KaYecTBa No nokazaTtento «Mukpoduonoruyeckas
YHCTOTA» NPOBOAUTCS ANH KaxA0#H 20-0H cepuH, WA 1S ORHOIL CCPUH B TOA, B 3aBHCHMOCTH OT TOr0, NTO

HACTYNMHT paHblle.

Remarks: The Product conforms

to ND/

Ipumeuanne: ITponykt coorsercTByeT Tpebosaruam HJT

Conclusion: APPROVED /
Zaxmouenne: OJJOBPEHO

Hara: 27.07.2023

Prepared by / Checked by / Approved by: Manager/Executive /
HNoxrorosneno: Pardeep IMpoeepeiq: Santosh Kumar | Ono6pero: Meremiep / Pykospasrens
Kumar Kur i 110 Manoj K ] ﬁ

f . umar ’,{{’[f_ anoj Kumar ‘hT&g’
Reprint Date / Reprint Date / Reprint Date /

Hara: 27.07.2023

Hara: 27.07.2023

B33 | Biin I
L) ’ 120
ci L 185A

smwdpraddys o




Dr.Reddy’s ":"’

CERTIFICATE OF ANALYSIS

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

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

CEPTHOHKAT AHAJII3A

www.drreddys.com

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg ﬁ
Hpoaykt: Keropon” Ixenpece (keroponak) TaBACTKH, AHCTepripyesble B ronocTH pra, 10 Mr

: 3600000 tab /

Batch No / 1 V2301307 Batch Quantity /

[Cepn N O6BeMm cepuit 3600000 Tab
Analytical Report No / : 890001676609 Date of Analysis / : 27.07.2023
AnamnTiyeckni oTyer Ne Jarta anaansa

Date of Manufacture / : Jun.2023 Date of Expiry / : May.2025
Jawra mpoH3BOACTBA I'oaen xo

27.12.2021, uzmenenne Ne2 or 11.11.2022)

Analysis performed according ND / Anaus nposejeH mo HA:
JIT-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / usmenenne Nel or

Page 8 of 8/ C1p. 8 3 8

API name / Hanmenopaune ADC:

Ketorolac tromethamine / Keroponaka

Hoxep cepun cyGeraniu npoussoantens [JI@:

TPOMETAMIH
INN / MHH: Ketorolac / Keroponak

API manufacturer batch number /

Homep cepun npouzsoanrens AQC: ABQH001999

FP Manufacturer API Batch number / FEQA00290

API Manufactured by & country /
T poussoaurens AMC, eTpana;

Dr. Reddy's Laboratories Ltd., India /
J-p Penuw'c NaGopatopuc Jita., Wanus

Remarks: The Product conforms to ND/

IIpimeuanyie: [TIpoAyKT COOTBETCTBYET tpebosannam HJI

Conclusion: APPROVED /
3axkasouense: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
Toxrotopneno: Pardeep Hposepero; Santosh Kumar | Onobpero: Menexep / Pykopoaresnt
Kumar : Kumar St/ Manoj Kumar /

< el ) ool
Reprint Date / Reprint Date / Reprint Date /
Hara: 27.07.2023 Iata: 27.07.2023 Jara: 27.07.2023
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