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
Te! - 491 98166 56001-02

CEPTHOHKAT AHAJH3A

www.drreddys.com

[Pro tuct: Ketorol Exﬁfgss (ketorolac) Orally Disintegrating Tablets 10 mg
AMCTIEPIIPYEMBIC B

(ikeTopoMaK} TadIeTKIL,

Hpdgyxr: Ketopoa™ Jxenpece

Analysis perfd;n_ed according ND / Ananus nposenes no HJL:
JITE-004929-011119 (amend Nel from 27.12.2021, amend Ne2

Bat¢ No / : V2301309 —lBatch Quantity / : 3600000 tab /

Cepus Ne R __|O6wem cepunt 3600000 Ta6
Analytical Report No / : 890001675539 | Date of Analysis/ : 27.07.2023 B
Anapmrugecimit order Ne _ |Maraasamwsa ]
Date of Manufacture / : Jul.2023 Date of Expiry / + Jun.2025

JlaT1 mpou3BOACTBA Topen a0

nonocTy pra, 10 Me

from 11.11.2022 / nameneHne Nel or

127.12.2021, nawenenue N2 o7 ] 11112022

V.|

__Pagelof8/Crp.1m38

Specification / Hopma

Light yellow round flat beveled tablets |
with "} dcbosscd on one side. /
Kpyrisie, ILIOCKIE Tabnerxu ¢ GacKoH,
CBETNO-KENTOr0 UBeTa € IPaBHPOBKOIL
«l» Ha OHOM CTOPOHE.

T

1.:.‘: Test / IloxasaTesb -‘_ Results / Pe3syisTaATEI
B Descrip'rjc;l_/ Onucanue Light yellow round flat beveled |
tablets with "}" debossed on one
side. / Kpyrnee, [IUIOCKHE
| ramerxm ¢ (pacKOH, CBETIO-
JKeJITOro 1BeTa ¢ TpaBHpOBKOM
«/» Ha OFBOH CTOPOHE.
2 Identification / IToANMHHOCTE N o
F “Ketorolac / Kemapa;a?
a) ByUV/

Y @-cnexTpodoTOMETPHA

Complics / COOTBETUTBYCT j

e oo ety s e

UV spectra of the test “solution and
ketorolac  tromethamine standard
solution should have peaks at the same
wavelength (& 2nm). / YW-COEKTPLI
IOFICIIEHMS HCIBITYEMOTO PACTROPa H
pactBopa  CTaHIAPTHOrO obpasua
KCTOpO/IaKA  TPOMCTAMWHA ~ AOJDKHEL
AMeTh MAKCHMYMI P4 OTHOH 1 TOH Xe
JUTMHE BOJHBL (£ 2 HM).

W Remarks: The Product conforms to ND/
] " "
| TIpHMeyanue. [TpoayKkT CoOTBeTCTRYET tpedopannan HIL

Conclusion: APPROVED /
Jaka0YEHHEE: OJOBPEHO

Prepared by / Cliecked by /
onrorosineno: Pardeep TMposepeno: Santosh Kumar
Kumar Maurva  <hetl -

1 . e il -

Reprint Date /

Reprint Date /
L_g[_a’ra: 27.07 3__923_____

Iava: 27.07.2023

fr

Approved by: Mana ger/Pxecutive /
Onobpeno: Menemiep / PyKOBOAKTE
Marnoj Kumar i

Wﬁe;ri_n't Date/
| Mare: 27072023

‘1‘3};__21}‘ Lely




Dr.Reddy’s Qf:’.

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

CEPTHOAKAT AHAJIBA

www.drreddys.com

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

poxyxr: Keropon® Dxerpece (keroponak) TaGneTkH, MUCTIEPrHPYeMBIC B nonocty pra, 10 Mr

Batch No / : V2301309 Batch Quantity / . 3600000 tab/
Cepua Ne ' O6peM cepan i 3600000 Tab
Analytical Report No / : 890001675539 Date of Analysis/ : 27.07.2023
AnanaTayecknii orger Ne o Jara agaxH3a

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

I{aTa DpoH3BOACTBA Tonexn ao

 Analysis péi'fofmed accoﬁiing ND / Ananus u}msé}xen no HA:
JIL-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / mamenenne Nel or

}_’7.12.2021, uzmenenme Ne2 ot 11.11.2022)

Page2of8/Crp. 2m3 8

i No

N Test / TloxazaTensb
o

Results / PesynsTaTs!

Specification / Hopma

&) By HPLC/BDXX

Cormplies / COOTBETCTBYET

. The retention time of the main pea—l;m on

the chromatogram of test solution
should correspond to that on the
chromatogram of ketorolac |
tromethamine standard solution (Assay
section). / Bpema yHepXHUBAHHAA
OCHOBHOIO I[THKa Ha XpoMaTorpamme
HCIBITYEMOTO ~ PacTBOpa  HOJDKHO
COOTBETCTBOBATE BpeMeHH
yiepXMBaHHS OCHOBHOTO [HKA Ha
XpOMATOrpaMMe pacTBOpa
CTAHIApPTHOTO KeTOpOJIaKa
TPUMETMUHY (pasuen
«KONMIECTBEHHOE ONPEENIeHHEN).

obpazua

Remarks: The Product conforms to ND/ -
TTpumeuanne: IIpONYKT COOTBETCTRYET tpeGopaynsm H/'T

T Conclusion: APPROVED /
Zarmiogenne: OJOBPEHO

| Prepared by /
[Moxnrorosneno: Pardeep
Kumar

Reprint Date /

Chooclcod by /
TpoBepers-Santosh Kumar
Maurya * A/

¢ ol

Approved by: Manager/Brecutive /
| Ono6peno: Meremxkep / PYkoBOIHTENR
Manoj Kumar

‘t_}}'i )34‘,[5’-_ r!
o

Reprint Date /

Reprint Date /
Jara: 27.07.2023

é{ma’ra:_gz .{_)7.2023

Hata: 27.07.2023




Do Dr. Reddy's Laboratories Ltd.
D r. Red dy’s '.. Formulation Unit-6
. vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P,, 173 205, INDIA

CERTIFICATE OF ANALYSIS el : +91 98166 56001-02
CEPTHOUKAT AHAJH3A www.drreddys.com

[Product: Ketorol Express (ketorolac) Orally—DisiEegra_ting_Tmagléts—la -rﬁE

poayser: Keropon” Dienpece (ke roposak) TalneTkH, gmenepripycxeie B onocty pra, 10 mr

Batch No / : V2301309 IBatch Quantity / : 3600000 tab /
Cepun Ne e O6Gnem ceprH 36000007186
Analytical Report No / : 890001675539 Date of Analysis/ + 27.07.2023 T
}uanﬂ'mqecxnﬁ_p_w:eﬂg__ P " Mataamamusa

Date of Manufacture / : Jul.2023 Date of Expiry/ : Jun.2025 T
{ JaTa npoM3BOACTEA T'ogen 10

Analysis performed according ND / Agajin3 OpOBe/eH 1o HI: 1
JI1-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / uzmenenue Nel ot
27.12.2021, uavenenne Ne2 ox 11.11.2022) o ]

o Page3of8/Crp. 3m8

No Test / Tlokasarels Results / PesynsTaThl Specification / Hopma

| Ne | . 3

3 | Identification Complies / CooTBETCTRYET The  retention  times  of 2 |
Rutylhydroxyanisole / butylhydroxysnisole and .
TopnnHHOCTE hutylhvdroxyamsole peaks on the
GYTHArHAPOKCHAHHM3O0N chromatogram of the test solufion
should correspond by the retention times
to  2-butylhydroxyanisole and 3-
hutylhydroxyaniscle peaks on the
chromatogram of butvlhydroxyanisole
standard solution
("Butylhydroxyanisole content”
section). / Bpemena YREPHABAHMA
nuKoB  2-ByTHITHApOKCHAHM3ONZ M
3-GYTWITEIPORCHAHU30A Ha
XpoMaTorpaMme HCTBITYEMOT0
| pactBopa JOMKHBL COOTBEICTBOBATH
BpeMeHaM  YHEpXKMBAHMA  TIMKOB
2-6yTHITHAPOKCHAHI30NA o
3-6yTWITHAPOKCHAHH3ONA Ha
KPOMATOT PEMMC pactsopa
CTAHIAPTHOTO oOpasi
Gy T APUKCHAHKH30NA (pasier
«Copepxanie
ﬁy"fmmnpoxcnaﬁmona»).

I NS A

4| Average weight / Cpenssst T 692 mg/69.2Mr 67.2 mg to 72.8 mg (70.0 mg £ 40 %).1 |
mMacca Ot 67,2 Mr o 72,8 Mr (70,0 Mr 4,0 %).

I |

(. (R . o b ——

e Product conforms O ND/ ~——===""T Conclusion: APPROVED / ]

TIpaveHatie: TTpoAVKT COOTBEICTBYCT TpeORAHIAM HJT | 3axrouerue: 0JOBPEHO !

Prepared by / Cheelcod by / Approved by Manager/Executive /

Tonrotosseno: Pardeep [lposepetio: Santosh Kumar Ouobpesn: Menemxep / Pyrosoaureiy

2 ) - ‘ £

Kumar _ Maurya ;;J__)‘: Manoj Kumar h) j‘. {&i_:

Reprint Date / T Reprint Date / '"_Re;;ﬂﬁ Date / T B
Ummzzoraes | qw 2020 | Jrw 207008 e




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, IND1g,
Tel : 491 98166 56001-02

CEPTHOUEKAT AHAJIA3A

www.drreddys.com

e i

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

Hpomyxr: Ketopon' Dxenpece (KETOpoliax) raGeTKy, AUCTIEPIHPYeMbIC B TONOCTH pra, 10mr
Batch No / : V2301309 Batch Quantity / : 3600000 tab /
Cepug No. O6nem cepuy 3600000 tab
Analytical Report No / : 890001675539 {Date of Analysis / : 27.07.2023
AnanpTudgecknii oTgeT Ne _ [lata ananmn3a .

I Date of Manufacture / : Jul.2023 IDate of Expiry / ¢ Jun.2025
;,I{a'ra NPOH3BOJCTBA T'ogen X0 L

| Analysis peri;ormed according ND / An
JI-004929-011119 (amend Nel from 27.12.2021, amend No2 from 11.11.2022 / u3menenne Nel or

27.12.2021, wamenenne Ne2 or 11.11.2022)

anns nposefen mo H/L:

Page4 of 8 / C1p. 4u3 8

Test / [Toxazatelb

No
Ne

Results / PesyabTaThl

Specification / Hopma

|

Uniformity of weight /
OpHOPOAROCTH MACCHI

|

Compli?.g CoOTBETCTBYET

5 Disintegrition time /
PacmagaemMocTs

6 | Dissolution / PacTsopenue

00 min 23 sec / 00 muH 23 cex

18/20 tablets - not more than + 10%
2/20 tablets - not more than + 20 % /
18/20 Tabnerox — ue Gonee = 10%
2/20 Tabnerox — He Honee =20 %

Not more than 3 min / He 6osee 3 mun

Unit-1/ Tabr-1 61% | Not less than 75% (Q) of |
C «C. 0 ket

Unit-2 / Tafn-2 s | CHFRNOSGELNGs — (siossse
| Unit-3 / Tabn-3 98% 75% (Q  CisHiNOzCHiNOs
| ) N (keToponiaxa  TPOMETAMMH)  HEpe3
{ Unit-4 / Taba-4 100% 15 MHH

Unit-5 / Tabn-5 100%

Unit-6 / Ta6n-6 101%

7 Fineness of Dispersion/
JucnepcHocTh

Complies / CooTsercTByeT

A uniform suspension passing througha |
710 um sieve is formed. / OGpasyercs
ONHOPONHAA CYCIEH3HA, [POXONAIAL
CKBO3b CHTO C PasMepOM OTBEDCTHH |

\ tromethaming) in 15 min / Ile meuee
[ 710 MKM.

s e e ey
v

Remarks: The Product conforms to ND/
[pumcuanuc: Ipoayxrt cootpercTeyet Tpedosanngn H

TConclusion: APPROVED /

Jakniouennc: OIOEBPEHO

Prepared by /
Toarorosnexo: Pardeep

Kumar f

—

T Checked by /
l I1porepeto: Santosh Kumar
aurya | Gt

e

Approved by: Manager/Exceutive /

Opobpero: Menemiep / PyROBOTITE b
i Y F

Manoj Kumar rbp duteef

Reprint Date /
Tara: 27.07.2023

i
{ Reprint Date /
| Jlata: 27.07.2023

Reprint Date /
Hata: 27.07.2023




Dr.Reddy’s €3¢

®

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

CERTIFICATE OF ANALYSIS
CEPTHOIKAT AHAJUTIA

27.12.2021, uamenennue Ne2 0T 11.11.2022) -

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg T 1
LipemykT: Ketopon Keipece (KeTOpoIaK) TaBNCTRY, AHCTEPrHPVEMEIC B T monocTH pra, 10 Mr

Batch No / : V2301309 {Batch Quantity / : 3600000 tab /
|Cepns Ne R OGbem cepuut 3600000 Tab
Analytical Report No / : 890001675539 Date of Analysis/ . 27.07.2023

| AHaTHTHIECKRH 0THeT Ne o Haraapamsa .
Date of Manufacture / : Jul.2023 ‘|Date of Expiry/ : Jun.2025 g
JlaTa DPOM3BOJCTBA Toxen fo

Analysis performed according ND / Ananus npoBejed 1o HI: )
JII-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / usmenenue Nel or

Page5of 8/ Crp. Sn38

e o

8 Related impurities / PoncTBeHHBIE MPAMECH
ketorolac 1-hydroxy analog / = eiow[OD (LOD = 0.0010%)/ | Notmore than 0.5 % /He 6onee 0,5 %
1-THADPOKCHAHANOT Hike npenena obnapyxerus (110 =
KETOpONaKa 0.0010 %)
ketorolac 1-keto analog/ 0.03 % “Not more than 0.8 % He 6onee 0,8 % |
| { 1-xeToaHanor KeTOpoiaKa
Any unidentified impurliy/_ K 0.06 % | Not more than 0.5 %/ He 6onee 0,5 %
eHUIHAS
HereHTH(QHIMPOBaHHAR
[IPUMECH
Total mmpurities / 0.1% ot more than 10 % [ Fie finmee 1,0 %
Cymma npuMeceit
"9 | Water/ Bona T 2.9% Not more than 7.0% wiw I 1
] He Bonee 7,0 %
10 Residual solvents by GC/ OcraTounsie opraHHyecKue pacTBopHTeT —
Tsopropyl alcohol / T 5 pg/tab / T Not more than 350 pg/tab I i
H301ponaHosn 5 MKr B TaOJIETKE e Goree 350 Mxr B Tabnerke

Remarks: The Product conforms to ND/
[Tpumesanye: TIpOAVKE COOTBCTCTRYE] rpeGorantam Hi

[ Conclusion: APPROVED /
Bawmoyenne: UJQUbPEHU

Prepared by /
| [ToaroroBnexo: Pardeep
i Kumar

S

Reprint Date /
Jara: 27:07.2023 .

L.

Checked by / Approved by: Manager/Executive /
[Ipoeepeuo: Santosh Kumar Onobpeso: Menempxep / PYKosOmiTeTs
Maurya (L3 Manoj Kumar Y 2
e Al
——— - _‘-P._.—.--
Reprint Date / Reprint Date /

I[e1'1d:‘27.07.2023 o

Jlara: 27.072023




Dr.Reddy’s Q;‘

CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories Lt(.
Formulation Unit-6

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

CEPTHOHKAT AHAJN3A

www.drreddys.com

JaT4 Bpou3BOACTBA

Pro tuct: Ketorol Express (ketorolac) Orally Disﬁtcgréti?fg Tablets 10- in?

Hporyxt: Keropos™ Drenpece (KEropoTdk) TaCne Ky, AHCHepripyeMbie B MIONOCTH pId, 10 mr

—

Bat<h No/ - V2301309 “TBatch Quantity / : 3600000tab/
| Cepia Ne s _|O6Bem cepuu 3600000Tab
Analytical Report No / : 890001675539 Date of Analysis / : 27.07.2023 B
 AnaumrHaeckuii oTaer Ne L Hara ananmasa )
Dateof Manufacture / : Jul.2023 Date of Expiry / : Jun.2025

I'open o

Analysis performed according ND / A
JII-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from
27.12.2021, navenenne No2 oT 11.11.2022)

anus oposexen mo HJI:

11.11.2022 / uamenenne Nel ot

Page 6 of 8/ Crp. 613 8

S— —

11 | Microbial enumeration tests / MukpoGuonorneckasn ypcroTa*®
a) Total Aerobic Microbial ) l Less than 10 CFU/g/ Not more than 1000 CFU/g /
Count / Ofuiee 440 Menee 10 KOE/Tr e Gonee 1000 KOE/r
a3pOGHBIX MHKDO- |
Oprasu3MOB l ‘
—-b)‘"l‘ot—al Conbined Yeast | Less than 10 CFU/g / | Not more than 100 CFU/g / T
and moulds count / Obmee Menee 10 KOE/r He 6onee 100 KOE/T
YHCNO IPONOKEBBIX H i
| TUIECHEBBIX rpubos
¢c) Escherichia Coli Absent in 1 gram / | "Shell be absent in 1 gram /
OtcyteByerB 1 T OtcyrctBHe B I T
Tz Unifornhity of dosage units / N 4.7 "1 Acceptance value (AV) not more than |
OnHOponHOCTH 15.0 / [ipuemoyHoe 3uadenye (AV) He
JO3UPOBAHMS Bonee 15,0.
13 | Assay/ KonuwecTBennoe | 10.0 mg/ 10.0 mr From O0mg to 11.0mg of
ompenenenue (100.0 %) CisH13aNO3+C4H i NOs (ketorolac
tromethamine) (from 90.0 to 110.0 % of
: the label claim) per a tablet / Ot 9,0 mMr
g0 11,0mMr  CysHisNO3*CeHiiNOs
(xeToponaxa TpomeramuH) (ot 90,0 xo
110,0 % oT 3a4BJEHHOTO KOJHIECTBA) B
Tabnerke .
i e S——
! 14 | Butylhydroxyanisole 0.0934 mg/tab / Not less than 0.042 mg/tab /
confent / Copepxanue 0.0934 mr B TabneTxe He menee 0,042 mr B Tabnerxe
Gy THIATHAPOKCHAHHIO0NE

Remarks: The Product conforms to ND/
TTpameyanue: [IpOIyKT COOTBETCTBYET tpedosanism HA

Conclusion: APPROVED /
3axmogenue: OJJOBPEHO

Prepared by /
Hoarororneno: Pardeep

| Kumar E

—

Checked by /
1Iposepeno: Santosh Kumar
Maurva ‘3}“» L

AL

“Approved by: Manager/Executive /

Ono6peno: Menemxkep / P Knr:n?m enn
Manoj Kumar -\[m* 5’1“-’:*_

' Reprint Date /
| Jlara: 27.07.2023

Reprint Date / -
Iara: 27.07.2023

| [Tara: 27.07.2023

Reprint Date / B




Dr.RReddy’s %f‘:ﬁ

CERTIFICATE OF AN ALYSIS
CEPTHOHKAT AHAJTN3A

|'i’roém: Ketorol Exp;ass {etorolac) Orally Dis:‘ntegratiﬁg Tablets 10 mg

Dr. Reddy's Laboratories Lid,
Formulatian Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Distt, Solan, H.P., 173 205, INDIA
Tel : +91 52166 56001-02
www.drreddys.com

Ipodyxt: Keropoa® Dkenpece (keroposax) TaGneTkH, AMCIEPIAPYCMLIL b HONOCTY PTR, 10 mr )

Dateof Manufacture / . Jul2023
{JlaTrA HponIBoNCTSA

Ana lysis performed according ND / AHanu? HPoRECH no HJI:

oxed no

27.122021, nameuenwne N2 o1 11.11.2022)

15  Package/ Yuaxoska 10 tablets in a blister of
| | (PAJAL/PE with
| desiccant/IIDPE) foil // (PE/AL)
foil, 2 blisters with patient |
information leaflet in a carton
pack. / [lo 10 rabretox B
Grucrepe w3 (MIA/AIIID c©
l snaronorgomatesiem II3BIT)
doneru // (II3/AI) doneru. [lo |
| 2 Gaucrepa ¢ MHCTPYKIMEH NO
I | TIPAMEHEHHUIO B navky |
| KapTOHHYIO. i

Labaling / Mapm{p.éam -

- 4

16

17 Stm'ug-é~ conditions /
Xpauenne |

18 l Shelf life / Cpox ropHocT | 2 years /2 rofa

Date of Expiry / -

10 tablets in a biister 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
Tabnerox B Gauctepe ua (LIAJAIIID ¢
praronornotrrenem/[I9BIT) doaeru //
(M2/AJ) donsru. TTo 1 umu 2 6nuciepa
¢ HRCIpyKIMeH 10 DOPUMEREHHIO B
DIRYKY KAPTOHHYIO, |

According o NLY / B coOT8eTCTREM € HiL
i

. 3600000 tab /

{Bateh No / : V2301309 Batch Quantity / ‘
Ceplin Ne o | Ofsem cepun 3600000 tab N i
Analytical Report No / : 850001675539 Date of Analysis / : 27.07.2023 ‘
AnEnEuccKil oTyer Ne Nara anagusa |

T Jun2025

TITT-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / mameneune Nal or

Pape 7ol 8/ Cap. 7 ma B

"\ Below 25 °C. / [Tpy Temneparype e Bhime 25 °C.

¥ At product release the quality control 2s per the parameter « Microbial enumeration tests» is performed for

each 20th batch, or for one batch in 1 year whichever is earlier.

* [IpH BRITYCKE JEKAPCTEEHHOTO NPENaPaTa KOHTPO s KAYECTBA O FOKA3ATEMO «MuxpobnonoriecKas

YHCTOTEN MPOBOTHTCR AMA KAWROA 2008 cepui, wiau ANT 0XHOT CepHit B [0, B 32BHCHMOCTH 0T TOTO, qTQ

HACTYNUT PAHBLIE

Remarks: The Product conforms to ND/
TpuMeuarme: Jponyxr coorsercrayet rpebosatism HIL

_ :__Lgitaig?‘.qz.zm

Jpre 207203

T Conclusion: APPROVED [
SarnogcHie: OJXOBPEHO

Jata: 27.07.2023

| Propared by / $ Checked by / | Approved by: Manager/Executive /

TloaroTaeneno: Pardeep Tporcpero: Syutosh Kumar | Opofpero: Menempkep / Pywongiricn
KMaurv: L B j r } /

Kumar & , | Maurya i <h] | Manoj Kuma -

mﬁ.&pﬁﬁf‘batﬁr - o '—Ii—e—p:mt Date/ | Reprint Datc / T }I




e Dr. Reddy's Laboratories Ltd,
) e@ .
D r. Re d dy S P Formutaticn Unit-6
. vill, Khol, Nalagarh Road, Baddi,
Distt, Solan, H.P, 173 205, INDIA

CERTIVICATE OF ANALYSIS 140 : 491 98166 56001-02
CEPTHOIKAT AHATIBA www.drreddys,com

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

Mpopyxi: Keropon™ Ducnpece (Reyopoiui) 1 ABACTEH, ACDERTUpYeMEse B IOJOCTH f1id. 0m
BRatch No/ : V2301309 Batch Quantity / + 3600000 tab/

Cepusn Ne . X _ __ |Obwesicepyun 3600000 tab
Analytical Report No / : 890001675539 Date of Analysis / + 27.07.2023
Ananuradeckuii oryer Ne R _ Mavaamaywza o
\Date of Manufacture / s Jul.2023 Date of Expiry / : Tun.2025 i
J{aTa mMPOM3BUACTEA Topen no

Analysis performed according ND / Awanws nposejes no HMI:

JIT-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / yamenenne Nel oy

27.12.2021, s3menenne Ne2 ot 11.11.2022) s el e 8 L
' ' PageRof8/Cip. 8u3 8

' .ﬁ’ﬂsﬁne / Hawmenosaume ADC:
| L TPOMETAMUH P

thcgo_iac { Keropomak ]

"INN7MHH: ] _ [ ok )
API manufacturer batch number / I .

| Homep cepyit NpOU3ROAUTCAR AQC:. ) _,ABQI_{OMZ_M ’AB_QE{E{_)HDS, i ']%?HEG.I_QQQ_
FP Manufacturer API Batch number / | FEQA00214, FEQA00275, FEQA00290

| Homep cepuu CyOCT2HIAN NPOUIBOXUTEH g
API Manufactured by & couniry/
Hpouisonurens ADC, crpana;

Dr. Reddy's Laboratories Lid, India/
i H-p Pexnu'c Jlabopatopuc Jra., Miin

[ Conclusion: \I’PRO V!LD_J

Remarks: The Product conforms to ND/ |
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