CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories Ltd
rormulaticn Unit-6

Vill. Khol, Nalagarh Road, Baddj,
Distt. Solan, H.P, 173 205, INDIA
Tel: +91 98166 56001-02
www.drreddys.com

CEPTUOUKAT AHAJIM3A

Product: Ketorol fxpress (ketorolac) Oral]v Dismtegratmg Tablets 10 mg
TlpoayrT: Ketopon™ Brcnpecc (keTopoiiak) TabaeTky, AKCIEPrHpYEMbIe B IIONOCTH pTa 10 mr

‘Batch No/ : V2400981 ‘Batch Quantity / : 3600000 tab /
fCeplm Ne O6bem cepun 3600000 a6 |
Analytxcai Report No/ : 040002561979 Date of Analysis / : 15.06.2024

| AHaanTHYeCKHH oTHeT N L |aTa anannia -

Date of Manufacture / : 05/2024 |Date of Expiry / : 04/2026
NMara ILPOH3BOACTBA {I OfeH X0 !

{ Analysis performed according ND / Anaaus npeBe;xen mo H/T:

EQIII»OO4929 011119 (amend Nel from 27.12.2021, amend Ne2

from 11112022

Page 1of 8/ 1 _'p_l u3 8

|
i
- !
a) Byuv/
Y@-cnektpodoromerpus

- y .
;:; l Test / [ToxkazaTenn | Results / Pe3ynsTarsl Specification / Hopma |
L] ;
1 Description / Onuncanue Light yellow round flat beveled  Light yellow round flat beveled tablets |
tablets with "|" debossed on onc . with """ debossed on one side. /
side. / Kpymee, mockne | Kpyriole, nnockue tabnetku ¢ dackof,
- Tabnmetku c Qackodl, cBeTI0- | CBCTIO-KENTOrO 1BETa ¢ IPARMPOBKOI
| KeNTOro 1eTa ¢ rpaBupoBkOH | «l» Ha 0AHOH cTOpOHE.
i «l» Ha oxHOH cTOpORE,
2 Identification / [ToanHHHOCTD
Ketorolac / Kemopoaax
Comphes/CGOTBeTcmyeT UV spectra of the test solution and

ketorolac tromethamine  standard

solution should have peaks at the same
- wavelength (= 2nm). / Y®-crexkTpsl
| TIOTNOINEHHA HCMBITYEMOrO PACTBOPA H
! pacTBOpa  CcTaHmaptHoro  ofpasua
r KCTOPONIAKE — TPOMETAMHHA  NOSDKHLI
|
{
|

| HMCTh MAKCHMYMbI NPH OZHOH H TOM e |
1

| JUTHHE BONHEI ( 2 HM).

| Remarks: The Product conforms to o ND/
I | Uprmcyatine: TIponyxT cooTBeTCTBYET TpefosaHmiM Hi

| Conclusion: APPROVED / T
Baxmogenne: OJObPEHO

| Prepared by / Checked by / l Approved by: Manager/Executwe, f
" TTogroroeaeno: Kam: Kant [Tporepeno: Sar Qs h Ny OnobpeHo: MeHekep / [’umm uren, "
Maurya l Manoj Kumar b b
_ : . | _
Reprint Date / Reprint Date / Reprint Date /
Hara: 15.06.2024 i Hara: 15.06.2024 Hara: 15.06.2024
tored Gflice: 3-2-337, Road No. 3, Ezrjara kills, Hydersiad - 500034, Telangans, indis

Tel: +81 40 2500 28300, Fox: <91 40 4200 2993,

Email: mait®

drredoys.com

Citd: LESI95AP1S34PLEONASNT

wvovdrreddys.com



CERTIFIC,

LTE OF

Dr. Reddy's Laboratories |td
Formulation Unit-6

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

ANALYSIS Tel : +91 98166 56001-02

2% {

CrP iy

A3, www.drreddys.com

|Product Ketorol Express (k\,torolaa,) Orall y Dismwﬁratmg Tab]ets 10 mg

,IIpc:-.:lyKT Ketopon™ Dxenpecc (xeTopoak) . ihic B MOTOCTH | 10 mMr

‘Batch No / 1 V2400981 ﬁBatch Quannw / 3600000 tab /

Ceplm No - - Ofnem i 3600000 tad
Andlvtlcal Report No/ : 040002561979 ‘Date of Ana}ysis / : 15.06.2024
AIlIIJﬂ_TH'-[E(‘KHﬁ_(}T‘-!BT N Jara ananuza _______

'Date of Manufacture / 1 05/2024 Date of Expiry / : 04/2026

/aT2 mpow3BoNcTRA rU,}eH 10 !
‘Analysis performed according ND / Ananus npoeejen no HL:

1JII1-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11112022 |

No

. Test / [loxaszaTens
No

| b) By HPLC/B3XX }

I Remarks: The Pr(-)-ciuct conforms to ND/V -

[Mpumcuanne: 1lpoaykr coorsercrayer TpeboBannam HI

| Prepared by / Checked by /
[Toaroresneno: Rama Kant

» Maurya

Results / Peaynsrats

Complies i COO’TBGTCTByCT

[TpoBepeHo: Sant 5 Kumar

Page2of8/Ci1p. 2 n3 8

Specification / Hopma

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). / Bpema  yoepKHBaHHA
OCHOBHOTO TMKA -Ha XpOMATOrpamMme

!

|

WCTIRITYEMOrO  DAcTBOpa  A0JKHO
COOTBETCTBOBATE BpEMEHH
YOEPXKUMBAHUA OCHOBHOTO NHKa Ha
XpOMaTorpamMmMe pacTBOpa
CTaHAAPTHOro obpasua KeTopoJiaka
TPOMETaMHHa (pazmen

«KommecTeeHHOE onpe ,[1»}16}{1{65))

i Conclusion: APPROVED / ||

| 3akaouenne: OJIOFPEHO
Approved by: Manager/Executive /

| O/06peno: Menemkep / P\ EOROINITE NS

| Manoj Kumar

| ol

Reprint Date /
| Hara: 15.06.2(}2-?

wReprint Date/
Mara: 15.06.2024

aistered Offce:

Tel: ¢91

=1u--::1 (

riiara Hiis, Hydere
1300 2999, Em

P1S84PLLY

| Repnint Date /.
Hara: 15.06.2024

pad - 500034, Te'anganag, Indi
tmal@drreddys.com

14307

~.c,w.d.‘r9 ‘dys.com



CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories [td
Formulaticn Unit-6

Vill. Khol, Nalagarh Road, Badd,
Distt. Solan, H.P, 173 205, INDIA
Tel 1 +91 98166 56001-02

CEPTH®WAT AHATTHA3A

www.drreddys.com

Product: Ketorol hxples (ketorolac) Orally Dlsmtegratmg Tablets 10 mg

MpoavrT: Ketopoa® Dkenpece (KeToponak) TabaeTku, i i

Batch No/
Cepus No
Analytical Repoﬂ No/

Date of Manufacture /
Jarta DPOH3BOACTEA

: 040002561979
AHAJHTHYECKIH oTHeT Ne
+ 05/2024

EAma.lysxs performed according ND / Ananus nposegen no H,E(

Date of Analysis /
Hara aganusza
Date of Expiry /
iI 0jleH X0

BNV B MOTIOCTH 11 10 Mp o
1 V2400981 Batch Quantlty/ : 3600000 tab/
O6ben ¢ piim 3600000 126 |

: 15.06.2024

. 04/2026

JI11-004929-011119 (amend Nel from 27.12.2021, amend Xo2 from 11112022 i

ﬁ:} Test / TTokazarens

3 | Identification
Butylhydroxyanisole /
TopnuHHOCTSL

OYTHATHAPOKCHAHM30J

Macca

4 Average weight / Cpem_;-sm

! Results / PezynstaThl

Complies / CooTBeTCTBYET

69.3 mg / 69.3 mMr

_Papc30f8/Ci1p.3 38
Specification / Hopma

" The retention times of  2-
butylhydroxyanisole and 3-
butylhydroxyaniscle pecaks on  the
chromatogram of the test solution
should correspond by the retention times
to  2-butylhydroxyanisole and  3-
butylhydroxyanisole peaks on the

© IIHKOB

chromatogram of butylhydroxyanisole
standard solution
("Butylhydroxyanisole content”
section). / Bpemena ynepkHBaHMSA
2-6yTUArHIpOKCHARH3OIA U
3-0yTHArHApOKCHAHH30NA Ha
XpOMaTOrpaMMme HCTIBITYEMOTO
pacTBOpa JOJKHLL COOTBETCTBOBATL
EpereHaM YACPAMBAHUA TUKOB
2-6yTHATAIPOKCHAHH302 H
3-OyTHIrHAPOKCHAHN30]1A Ha
XPOMaTOTpaMMe pacTBOpa
CTAHAAPTHOTO obpasia
Gy THATHIPOKCHAEH307a (pasien

' «Conepxanne

'UYTHIII‘H}IPOKCHEF”']'SOHE )

67.2 mg to 72.8 mg (70.0 mg 4 4.0 %)./
O167,2Mr oo 72,8 Mr (70,0 Mr = 4,0 %).

F{;marks:“The Product conforms to ND/

[pumeuanuc: TlpoaykT coorsercTayeT TpebGosanuav HO

Conclusion: APPROVED /

3akmwyenne: OJJOBPEHO

Prepared by /
“ TMoarorosieso: Rama Kant

I

Checked by /
ITposepeno: Santosh Kumar
Maurya

Approved by: Manager/Executive /
Onobpeno: Menenxep / Pykosoaurens
Manoj Kumar

!- Reprint Datc /
i Hara: 15.06.2024

Reprint Date /
Jara: 15.06.2024
Rezistered Office: 8-2-337, Road No. 3, | anjara Bils, Hyderabe
Tei: +91 404900 2200, Fax: +41 40 4500 2900, [roa'l:

CIM: L35195AP1554PLCI

wivvedrreddys.co

L)

Reprint Date /

Jlara: 15.06.2024

1507

3

mzi'f

- 500034, Telangana, i

(R

drreddys.com



CERTIFICATE OF A

Dr. Reddy's Laboratories |td.
Formulaticn Unit-6

Vill. Khol, Nalagarh Road, Baddij,
Distt. Solan, H.P,, 173 205, INDIA

Tel : +91 98166 56001-0z2
NALYSIS

www.drreddys.com

CEPTHDPHUKAT AHAJH3A

gProduct t: Ketorol Expresq (ketomlac) Orally Dlsmterrratmg i
TIpoavkr: Ketopon™ 3kenpece (xeroposax) TabneTku, auene

"ablets 10 mg mg
pr. LN "E"!,,."Y"‘i-::!;:,‘ !:'_ VT _
: 3600000 tab /

‘Batch No / : V2400981 Batch Quantity /

Cepus Ne o _Obwes cepun 3600000 Tab6
Analy‘c}cal ReportN / : 040002561979 Date of \nalysn/ 1 15.06.2024 ;
ApannTHyeckni oTyer No Jlavn apaanza _’
‘Date of Manufacture / : 05/2024 Date of Expiry / : 04/2026 !

ﬂaTa MPOM3BOACTBA

Anaiysn performed accordmg ND / Anatns npeuemu ne HIT:

I"oaeﬂ 10

Pagedof 8/ Cp. 4u38

31:;0 Test / ITokazarens ’ Results / Pesynsratht Specification / Hopma
} Uliiformity ofTveight/ = Complies / COOTE.;{CTB}'eT " 18/20 tablets - not more than + 10%
OnnopogHoceTs Macesl i 2/20 tablets - not more than + 20 % /
’ i 1820 rafmerox — me Gomee = 10 7%
' | 2/20 Tabnerok — He Gosee + 20 %
5 D:Exﬂ}egratlon time/ _“01 min 15 sec/ 01 muH 15 cex ~ Not more than 3 min / He Gosiee 3 Muy |
- | Pacnapgaemocrs i
i
. i |
6 Dissolution / Pacreopenne Unit-1/ Taén-1 102% l Not less than 75% (Q) of :
B _ s Ci1sH13NO;+C4H; | NO; (ketorolac
Unit-2 / Tabn-2 Hh | tromethamine) in 15 min / He menee
! Unit-3 / Tafin-3 97% 5% Q) CisHisNOyCH|NO; |
‘ KeToposaka OMETAMMHH yepes |
| | Unit-4/ Tabn-4 10424 | 2 o E ) e
Unit-5 / Taba-5 103%
Unit-6 / Tal1-6 102% r
7 Fineness of Disﬁérsion/ a ﬂ‘ Complieg / Cootsercrayer o | A uniform suspension passing th}ough a

Prepared by / | Checked by /
[Moarotornexo: Rama Kant | Hponcpeno: Santosh Kumar
| Maurya
L | .
Reprint Date / Reprint Date /
Hata: 15.06.2024 | Jata: I5.06.2024
Registered Gifice: 8-2-337, Road | ara Hills,
Tl 21 b0 4600 2900, Fax: +41 40 4900 2459,
CiN: L85195APISE4P

JlucnepeHoCTh

Remarks: The Product _Lo__nformb 10 ND/

[Tpumeuanue: [Iponyks cootreTcTRYET Tpebosainam HJI

| 710 pum sieve is formed. / Obpasyerca |
OOHOPOAHAA CYCHEH3HA, MpPOXOAALas
CKBO3b CHTO C pasMepoM OTBCPCTHH

[ 710 MM,

Conclusion: APPROVED /
3axmouenne: QJJOBPEHO

Approved by: Manager/Executive /
Onobpero: Menemxep / Pviorconmeat
| Manoj Kumar TR :

_—

Reprint Date /
| Mlara: 15.06.2024

Hyaarahad -
Lo m

500034, Telang

TLCUYs.com

na, India

gt e

304507



CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratori
Formulation Unit-6

es Ltd

Vill. Khol, Nalagarh Road, Baddi,

Distt. Solan, H.P.,, 173 205,
Tel: +91 98166 56001-02

www.drreddys.com

CEPTUOHKAT AHAJIM3A

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

MpoaykT: Keropon™ Dkcnpece (keToponak) TabaeTki. ‘ili i i 11 %o iiie B 1010cTH pra, 10 Mr
Batch No/ : V2400981 rBatch Quantity / : 3600000 tab /
Cepust No_ - 1Obn.em cepun 3600000 Tab
Analytical Report No / : 040002561979 ‘Date of Analysis / 1 15.06.2024
ARanHTHYecKHil oTyer No Jara anaausa _ o

Date of Manufacture / : 05/2024 ‘Date of Expiry/ : 042026
Jara npoussoacrsa Foaen a0

!

K ; Related impurities/[";}lchraeuﬂbx'e

Analysis performed according ND / Ananus HpOBeleH noiH,[[:

ApHMECH

INDIA

Pase50f8/C1p.5n3 8

ketorolac 1-hydroxy a;alog/ | Not detected / He oGHapy#ena | Not more than 0.5 % / He Bonee 0,5 %

l-ruapokcuanaior

KeToposiaKa

ketorolac 1-keto analog/

1-KeToaHaNoT KeTopoaaka

Any unidentificd immpurity /|

e IMHHY Has l
|

HeUAEHTU(UIMPOBaHHaS
npHMeEch

Total impurities /
Cymma npumeceit

9 Water / Bopa

0.06%

0.1%

2.4%

Isopropyl alcohol /
' Hizonponanon

10 Residual solvents by GC/ OcTaToynble oprainyecKie pacTsopHTeH

S pg/tab /
5 MKr B TabieTke

Not more than 0.8 % / He Gonee 0,8 %

. .
Not more than 0.5 % / He Gonee 0,5 %

|
Below LOQ (LOQ = 0.0097 %) / |
Hixe npegena  KOIMUECTBEHHOTO
onpenenenus (ITKO = 0.0097%)

' Not more than 7.0% w/w /
! He Gonee 7,0 %

" Not more than 350 ugfta‘b I
He Gonee 350 mir B TabieTke

[ Remarks: The Product conforms to ND/

TIpumeuanue: Tlponyxr cootsercTByeT Tpeboranusym HJT

Conclusion: APPROVED /
3arkmouesue: OJOBPEHO

!
t
t
i
i

|
r
l

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

[
i

Approved by: Manager/Executive /
OnobpeHo: Menemxep / PykosoauT
Manoj Kumar

€Jlb

T)—repared by / Checked by /
IToprorosneno: Rama Kant [Mposepero: Santosh Kumar
7 Maurya
—Eeprirzt Date/ Reprint Date /
| Hara: 15.06.2024 Hata: 15.06.2024

Reprint Date /
Hata: 15 .00.20_24

Registered Oftice: 8-2-337, Road No. 3, Lanjara Hills, Hyderobed - 500024, Teleagana, Ins..
Tel: #9140 4900 7900, Fox: =31 40 4502 2995, Entuil mai'@dir sadys.cam
CIN: LEZLDSAPLSSEAPLCO04ED7

www.direddy.com




CERTIFICATE OF ANALYSIS

ALI“’roduct Ketorol Exp}gs:s (ketorolacj"d;ﬁﬁis'me,cratmg fabigtsﬁmg
Batch Quannty/
Obwem cepru
Date of Analysis/

Batch l\o
Cepnﬂ No
jAnalytical Report No
_gx_qa,mruqecxuagme-r Ne
‘Date of Manufacture /
{laTa npou3BocTBA

(Vv 2400981
: 040002561979

05/2024

Dr. Reddy's Laboratories |td
Formulaticn Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P, 173 205, INDIA
Tel : +51 98166 56001-02

CEPTH:® N AT AHATTH3A

www.drreddys.com

R

R
3600000 tab/
3600000 Tad !

: 15.06.2024

MaTta anannza

Fonen oo

Analysis performed duurdmg ND / Ananns npoae_;eu no H,I[
JIT1-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11112022 '

.Date of Expiry/

. 04/2026

Pagc60f8/Cip. 6u3 8

11 | Microbial enumeration tests / MHKp{)ﬁHoﬂnmqecxaﬂ yHeTroTa® —’
' a) Total Aerobic Microbial | NA | Notmore than 1000 a:TI/g / |
Count / Ob1wee Hucio - He 6osee 1000 KOF/r !
[ aIpOGHbIX MUKpO- | i
OpraHu3MOB |
b) Total Combined Yeast NA " | Not more than 100 CFU/g /
and moulds count / OB1uee [ He Gonee 100 KOE/r !
HUCNO IPOXIKEBLIX H | |
NeCHEBRIX rpHBOB :
| c) Escherichia Coli NA Shell be absent in lmgram /
| , OtcyrerRueB 11
12 U:i“iformity oféosage units/ | 49 _AcﬂceptanCe value (AV) not more than E
OnnopoanoceTs 15.0/ Ilpuemounoe sHadyenue (AV) ve |
JIO3HPOBAHA Gonee 15,0. !
13 ‘“A'ssay / KoaudecTaenmnoe ‘—T 9.9 mg/9.9mr | From 9.0 mg to 11.0mg of
| onpeneneHue - : (98.9 %) 1 CisH13NQ3+CyH | NOs {(ketorolac
| tromethamine) (from 90.0 to 110.0 % of |
i the label claim) per a tablet / O 9,0 Mr |
‘F ao ILOmMr  CisHiaNO3=CsHi 1 NOsy
: (xetoponaka 1peneramun) (ot 90,0 a0
i | 110,0 % oT 3a5B.1eHHOTO KONHYeCTBA) B
I Tab.ieTke
] 14 ] Butyii}*droxyaﬁiso_le 0.0977 mgytab / © Not less than 0.042 mg/tab / o
| content [/ CoaepxaHue 0.0977 Mr B Tabnerke He menee 0,042 mr 8 Tabnerke

OyTHArHAPOKCHAHI{301a J

Conclusion: APPROVED / !
3axawuenne: OJIOGPEHO
Approved by: Manager/Executive /
Onobpeno: Menemkep / Pyioneinme:

|

Manoj Kumar ..

I Remarks: The Product conforms to ND/
| lipumeuanue: 1IponyKT COOTEETCTBYET TPpeOOBaHMAM HI
Prepared by / | Checked by /
[TonrotosneHo: Rama Kant | Ilpozepeno: Santosh Kumar
Maurya i

I-,
o

'
Jrievy

Reprint Date / Ruprmt Date / Reprint Date /
| Hara: 15.06.2024 | l]:_a'p;.. 15.06.2024 Hara: 15.06.2024 . B
fegittored Office: 2-2-337, Road Mo, 3, Fanjara Hilis, Hyderabzd - 500 034, Telanpana, Indis
,!. l"1 =0 4500 2500, Fax: +91 40 4300 39¢ 59, brrail mail @iy ddys.com

CIN: LA5105AP1S84PLCOD4SDT
wwiwdrreddys com



Remarks: The Product conforms to ND/
' Tpumenainie: Mpojyir ocoorpererpyeT Tpebopaniny HIA

Product Ketorol Emress (ketorolao) Or"llv Disintegrating Tahlets | O mQ

CERTIFICATE OF ANAIYSIS

Dr. Reddy's Laboratories Ltd
Formulation IUnit-6

Vill. Khol, Nalagarh Road, Badd,i,
Distt. Selan, H.P, 173 205, INDIA
Tel : +91 98166 56001-02
www.drreddys.com

CEPTHOUKAT AHAJIM3A

Tipomvm" : Keropon®™ Skenpecce xe . o ian HCnCpHiLCvBle BIIONOCTA D 10Mr

Batch No/ 1 V2400981 Batch Quantlty/ : 3600000 tab /

:‘“ epusiNe . Obvem . pux 3600000 rab
‘Analytical Report No/ : 040002561979 {Date of Analysis/ 1 15.06.2024

‘AannTHYeCKHH oTyeT Np NaTa anamusa o |

‘Date of Manufacture / : 05/2024 Date of Expiry / : 04/2026 |

Hara NPOH3BOACTBA

1“0,1&11 1o

Analysis performed accordlng ND / Anaaus nposenex mo HJL:
JITI-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11112022

15

6

1

e

P;kage / Ynakosxa

10 tablets in a blister ofi
(PAJAL/PE with
desiccant/HDPE) foil // (PE/AL)
foil. 2 blisters with patient |
information leaflet in a carton |
pack. / Ilo 10 Tabnerox B -
baucrepe u3  (HA/AJNTID ¢
Braronorsaorurenem/TI3BIT)

doneru // (IIS/AJ]) donsru. Mo
2 GaMcTepa ¢ MHCTPYKIHMeH no |
NpPUMEHEHHIO B nauky |

KapTOHHYIO. |
|

) Labéiing / MaprupoBKa
Storage conditions / '

| Xpanesue

1

718 | Shelflife / Cpox rogmoctu
. P

2 ycars 12 rc;ﬁa

According to ND / B cooTBETCTBHY C HA

Below 25 "C.v?flion Temnefaf3pe He Bbille 25 °C.

Page 7 of 8/ Ctp. 7 m3
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. / Tlo 10

tabnetox B Onuctepe w3 (IIA/AJITID ¢

pnaronornorvrenem/TI3RBII) donrru /7
(TT3/AJT) donsru. Io 1 wiu 2 Gauctepa
C MHCTpYKOMEH 70 NPHUMEHEHHIO B

| 1aykKy KapToHHYIO.

* At product release the quahtv control as per the parameter « Microbial enumeration tests» is performed for
cach 20th batch, or for one batch in a year whichever is earlier,
* TIpH BRIMYCKE JIEKAPCTEEHIIONO MPENAapaTa KOHTPONL KauecTEa no nokazatent «Mukpobroiornyeckasn
4HCTOTA» NPOBOJHTECA A Kaxao#i 20-0ft cepuH, HIH ANS 0HOI CEPHH B T'O4, B 3aBUCHMOCTH OT TOr0, 4TO
HACTYONT paHble. '

| Prepared by /

i TToprorosneno: Rama Kant

| Reprint Date /

| stara: 15.06.2024 [

Checked by /
[Tposepeno: Santosh Kumar

Conclusion: APPROVED /
3axcnionenne; ONOBPEHO
Approved by: Manager/Executive /
. Onobpeno: Menemxep / P VEOBOTICL
Manoj Kumar

P

e

| Maurya
Reprint Date /
Hara: 15.06.2024 i Hara:
Registered Cffice: 8-2-337, Road No. 3, Zarjara 14l's, Hyderabad

Tel:+51 40 4500 28

(00, Fax: +91 40 4200 2999, Emaii; miad
CiN: 1LB5195AP1SB4PLI0D4RD7
www.erreddys.com

chprint Date /

15.06.2024

- 5010034, Telangana, India

@drreddys.com

8



Dr. Reddy's Laboratories |td
: Formulation linit-6
il Vill. Khol, Nalagarh Road, Baddi,
< Distt. Solan, H.P, 173 205, IND1A

Tel : +91 98166 56001-02
CERTIFICATE OF ANALYSIS SN ot e

CEPTUOHUKAT AHAJIH3A

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoavkr: Ketopoa™ Dkenpecc (keToponak) Tab.1eTKH, JUCTIEPTHPYEMbIE B MOTOCTH pTa 10 mr

Batch No / : V2400981 Batch Quantity / : 3600000 tab / i
Cepusn Ne ) _ Obvem cepuu 3600000 a6 !
Analytical Reporf No / : 040002561979 Date of Analysis / : 15.06.2024
| Anas IHTHYECKHH 0TueT N2 . Hara ananuza )

|Date of Manufacture / : 0572024 |Date of Expiry / 0472026

Hdara HPOH3BOACTBA Toneﬂ 0

Analysns performed accordmv ND / Ananna nponeuen mo HJ:
{JI1-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11112022 N

Page 8 of 8/ C'rp. 8 w3 8

API name / Haumenosanue ADGC: | “Ketorolac tMe / Kertoponaka
TR . i e . TPOMETaMHH e
INN/MHH: o A Ketorolac / Ketoponaxk
- API manufacturer batch number / ABRHO002637
Homep cepnu npoussoaurens ADC: ) | } T -
EFP Manufacturer API Batch number / FERA00192

Homep cepun cvfetanuuu nponssonutens [JID: ' ST -
API Manufactured by & country / ’ Dr. Reddy's Laboratories Ltd., India /
Ipomssoaurens A®C, crpana: <l -p Peju'c Jlabopartopuc Jltn,, Heams

Remarks: The Product conforms to ND/ Conclusion; APPROVED /
[Ipumeuanue: TIpoaykT coOTBETCTBYET Tpebosannam H ._3axmoyenune: OJJOBPEHO
Prepared by / Checked by / ' Approved by: Manager/Executive /
TToaroros.icno: Rama Kant [Iposepeno: Santosh Kumar | Ono6peno: Menemiep / Pu LROLITE 1,
Maurya o I Manoj Kumar A
4
e o . {ad i, .u
Reprint Date / Reprint Date / Reprint Date /
| HMara: 15.06.2024 ¢+ iata: 15.06.2024 Hara: 15.06.2024 )
fegistered Office: 8-2-337, Noad MNo. 3, Canjarz Hills, Hyderzbac - 500034, Telangana, Incia
Tel: +91 40 4500 2500, Fax: +41 40 45090 2998, Ermail: maii@drreddys.com
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