Dr.Reddy’s ‘:‘,'0'

CERTIFICATE OF ANALYSIS ..

Dr. Reddy's Laboratories Ltd.
Formulation Unit-6
Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.F, 173 205, INDIA

+01 58166 56001-02

CEPTUO®UKAT AHAJIM3A

Sys.cam

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

ITpoaykr: Keroposn® Dkcnpece (keTopoaak) Tabaerkn, TucneprupyemMsle B MoJ0CTH pTa, 10 Mr

Market / Poiok :Russia / Poccus

Batch No / ) Batch Quantity / 3600000 tab /

Cepus Ne V200858 Oo6beM cepun " 3600000 Tab

Analytical Repo:‘t No/ - 040002927017 Date of Analysis / . 10.05.2025

AHanuTHIeCKHH oTueT No Jara ananusa

Date of Manufacture / - 04/2025 Date of Expiry / . 03/2027

JlaTa npousBoacTea T'ogen 1o

Mfg. License No. / . .

IlponsBoacTBenHas : MNB/05/263 MA number: / . JII-Ne(004669)-(PT-
Homep PY RU)

JIUHeH3Hs Ne

Analysis performed according ND: / Anann3 nposeaen no HJI;: JITT-Ne(004669)-(PT-RU)-190224

Pagelof9/Crp. 1 m39

tablets with "|" debossed on one
side. / Kpyrnsle miockue
TabneTku ¢ packoit, ceeTio-
KEJTOTO LIBETA C IPABMPOBKOIA
«I» Ha OFHOIi cTOpOHE.

i.oo Test / IlokasaTean Results / PesyabTaTtsi Specification / Hopma
1 Description / Onucanue Light yellow round flat beveled Light yellow round flat beveled tablets

with "|" debossed on one side. / Kpyrisie
miockue Tabnerku ¢ (ackod, cBeTio-
KEJITOro [BeTa C FpaBUPOBKOW «/» Ha
ONLHOM CTOpOHE.

2 Identification / MnenTudukanus

Ketorolac / Kemoponax

Complies / CooTBeTCTBYET

UV spectra of the test solution and
ketorolac tromethamine standard solution
should have peaks at the same wavelength
(= 2nm). / Y®-cnekTpbl MNOINOLLEHUS
HCOBITYEMOTO  pacTBOpa M pacTBopa
CTaHAapTHOro  ofpa3la  KeToposaka
TpoMeTaMHHa JIOJDKHBI HMETh
MaKCHMYMbI [IPH OJHON W TOH Ke JUIHHE
BOJIHEI (+ 2 HM).

Remarks: The Product conforms to ND/
[Tpumeuanue: Ipoayxr cooTBeTcTBYET TpebobaHusm HJJ

Conclusion: APPROVED /
3akmodenue: OJOBPEHQ

Hara: 10.05.2025

Hara: 10.05.2025

Prepared by / Checked by / Approved by: Manager/Exegutive /
IToaroroeneno: Ramakant ITposepeHo: Pardeep Kumar | Onobpeno: Menemxep / P '0307[”&%
Abhishek Chauhan
* 2 Qf—t“
Reprint Date / Reprint Date / Reprint Date /

Hara: 10.05.2025

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

CIN: L85195AP1984PLC0O04507
www.drreddys.com




Dr. Raddy’s Laboratories Ltd.
Formulation Unit-6

O
Dr. Reddy,s ‘.... Vil Khol, é\!a.%:garh Road, Baddi,

Diste. Solan, 1.5, 173 205, INDIA
CERTIFICATE OF ANALYSIS S001-02
CEPTU®UKAT AHAJIU3A o

UM, O re AdYS.Com

<t - @0 )

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

Ipoayxr: Keropon® Jkenpece (keropoJak) TabieTkH, ceprupyemele B 0J0cTH pTa, 10 Mr ]
Market / Poinox :Russia / Poccus
Batch No / ) Batch Quantity / 3600000 tab /
Cepusi Ne V2500888 O6bem cepun " 3600000 Tab
Analytical Repovrt No / - 040002927017 Date of Analysis / . 10.05.2025
AHasuTHYecKH oTHeT Ne Jara ananusa
Date of Manufacture / - 04/2025 Date of Expiry / - 03/2027
Jara npousBoacTsa I'open xo
Mfg. License No. / . .
IlpousBoacTBenHas - MNB/05/263 A b X g, TIENE(002000)=(R IS

Homep PY RU)

JuneHzus Ne

Analysis performed according ND: / Anasiu3 nposenen no HJI: JITI-Ne(004669)-(PI'-RU)-190224

Page2 of 9/Ctp. 2 n3 9

T

No

No Test / IToka3zaTesb Results / PesyabTaTthl Specification / Hopma

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). / Bpemsa yaepxuBaHus
OCHOBHOTO TMHKa Ha Xpomarorpamme
UCTIBITYEMOTO pacTeBopa IONKHO
COOTBETCTBOBATh BPEMEHH YAEPKHBaHUS
OCHOBHOIO TMUKa Ha XpoMaTorpaMmme
pacteopa CTaHOAPTHOrO o0pasua
KeTopoNnaka  TpoMeTramuHa  (pasgen
«KonuvecTBeHHOE ONpeieNeHHEN).

=1

Remarks: The Product conforms to ND/ Conclusion: APPROVED /
IMpumeuanue: I[Ipoaykr cooTBeTcTBYET TpeboBanusm HJL 3akmouenne: OJIOBPEHO

Prepared by / Checked by / Approved by: Manager/Ekecutive /
[MoaroTosneno: Ramakant Ipoeepeno: Pardeep Kumar | Onobpeno: Menemxep //Pykosoaurelib

@V‘\‘Mﬁ f _ Abhishek Chauhan

Reprint Date / Reprint Date / Reprint Date /
Hara: 10.05.2025 Hara: 10.05.2025 Hara: 10.05.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hiils, Hyderabad - 500034, Telangana, india
Tel: +91 40 4900 2900, Fax: +91 40 4900 2939, Email: mail@drreddys.com
CIN: LR5195AP1984PLC004507
www.drrecdys.com



Dr.Reddy’s ":'

CERTIFICATE OF ANALYSIS "7 "

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

Vili. Khol, Malazarn Road, Baddi,
Diste. Solan, H.F., 172 205, INDIA

1

CEPTUDPHUKAT AHAJIU3A

SE0071-02

VWAL GTTEOOY D,

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
{Mpoayxr: Keropon® Ixenpece (keropoiak) Tabierkn, Aucnepriupyemsie B HoJocTd pra, 10 mr

Market / Poinok :Russia / Poccust
Batch No / _ Batch Quantity / 3600000 tab /
Cepus Ne V2500888 O6beM cepru " 3600000 Tab
Analytical Repo‘}'t No / - 040002927017 Date of Analysis / - 10.05.2025
AHanuTHYecKHi oTyer Ne JlaTa amanu3za
Date of Manufacture / - 04/2025 Date of Expiry / . 03/2027
JlaTa npou3BoJcTBA T'onen mo
g LicenseiNo: _ MA number: / _ JITI-Ne(004669)-(PT -
IIpousBoacTBEeHHAS : MNB/05/263 :

Homep PY RU)
Junenzus Ne

Analysis performed according ND: / Anaaus nposenen no HJL: JITI-Ne(004669)-(PT-RU)-190224

Page3 of 9/ Crp.3u3 9

No

No Test / [lokazaTeanb

Results / PesyabTaTsl

Specification / Hopma

Butylhydroxyanisole /
Bymurcudpoxcuanuzon

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). / Bpemena
yIaepXKUBaHHUS MIMKOB
2-6yTUNrUAPOKCHAHN301a U
3-0yTUNruApPOKCHAHU30]1a Ha
XpOMaTorpaMMe HCIBITYEMOro pacTBopa
JO/KHBI  COOTBETCTBOBaTH BPEMEHaM
yIOep)KUBAHUS MIMKOB
2-0yTWITHIPOKCHAaHN30TIa 7}
3-6yTUNTHIPOKCHAHU301A Ha

XpOMAaTOrpaMMe PacTBOpa CTAHAAPTHOTO
o0pasua OyTUNruapoKcHaHu30JIa (pazaen
«Copepxasue
OyTUITHAPOKCHAHU30IA»).

Remarks: The Product conforms to ND/
[Tpumeuanue: ITpogykT coorBeTcTBYET Tpebosanusam HJL

Conclusion: APPROVED /
3ax/aoyende: Oﬂ,’OBPEHO;A

Prepared by /
[Toarorosneno: Ramakant

i

Checked by /
IposepeHo: Pardeep Kumar

=l —

Approved by: Manager/Exec
Opno6peHo: Menemxkep / PykpBoauresib
Abhishek Chauhan '

Reprint Date /
Hata: 10.05.2025

Reprint Date /
Hara: 10.05.2025

Reprint Date /
Jara: 10.05.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hiils, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4300 2939, Email: mail@drreddys.com
CIN: L85195AP1984PLCO04507

www.drreddys.com



@
Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS . -

Dr. Reddy's Laboratories Ltd.
Formulation Unit-6
Vill. Khol, Malagarh Road, Baddi,
Diste. Solan, 4.7, 172 205, INDIA

; 156 SEU0T-02

CEPTUDPHUKAT AHAJIN3A

Wl Grreddys. com

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Tpoayxr: Keropoa® Dxcenpecc (keroposiak) TabIeTKH, AHCHEPrupyeMble B OJOCTH pra, 10 Mr

Market / PoiHoK :Russia / Poccus
Batch No / _ Batch Quantity / 3600000 tab /
Cepus Ne - V2500888 O6beM cepun " 3600000 Tab
Analytical Repovrt No/ - 040002927017 Date of Analysis / . 10.05.2025
AHaTATHYEeCKHH oTyeT Ne Jara ananusa
Date of Manufacture / - 04/2025 Date of Expiry / . 03/2027
Jara mpon3BoacTBa I'open 1o
IfulLicenseiNo. | , MA number: /  JITI-N2(004669)-(PY -
IIpouzBoacTBEeHHAS : MNB/05/263 :

Homep PY RU)
JHUeH3nsa Ne

Analysis performed according ND: / Anaaus nposexen no HJI: JIII-Ne(004669)-(PT-RU)-190224

Page4 of 9/ Crp. 4u3 9

l;.:) Test / [Toka3zaTesnb Results / Pe3yabTaThl Specification / Hopma
3 Average weight / Cpenusia 69.4 mg/69.4 mr 67.2 mg to 72.8 mg (70.0 mg + 4.0 %). /
Macca ; Ot 67,2 mr g0 72,8 Mr (70,0 Mr £ 4,0 %).
Complies / CooTBeTcTBYeET
Uniformity of weight / 18/20 tablets - not more than + 10 %;
OOHOPOAHOCTH Macchl 2/20 tablets - not more than + 20 %. /
18/20 Tadnerox — He Oonee = 10 %;
2/20 Tabnetok — He 6onee + 20 %.
4 Disintegration time / 00 min 23 sec / 00 MuH 23 cex Not more than 3 min. / He 6onee 3 mun.
PacnapaemocThb
5 Dissolution / PacrBopenue Unit-1/ Tabn-1 103 % Not less than 75% (Q) of
. C5H13NO3*C4H11NO3 (ketorolac
Unit-2 / Tabn-2 103 % tromethamine) in 15 min. / He meHee
Unit-3 / Ta6n-3 99 % 75 % Q Ci1sHi3NO3+C4H i NOs
. (keToponaka TpOMETaMUH) yepes 15 MUH.
Unit-4 / Tabn-4 99%
Unit-5 / Tabn-5 97%
Unit-6 / Tabn-6 98 %

Remarks: The Product conforms to ND/

ITpumeuanue: ITpoayKT cooTBeTcTBYET TpeboBanuam HJI

Conclusion: APPROVED /
3axa0deHHne: OI[OBPEHQ

Prepared by /
IMoaroroenexo: Ramakant

Wt

Checked by /

[Iporepeno: Pardeep Kumar

Approved by: Mana gen’Exe‘;" tive /
Ono6peno: Menemxkep / Pykosoaniens
Abhishek Chauhan ’

Reprint Date /
Jara: 10.05.2025

Reprint Date /

MHara: 10.05.2025

Reprint Date /
Jlara: 10.05.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hiiis, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1284PLC0O04507
www.drreddys.com



Dr.Reddy’s ‘;

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

Viil. Khol, iaiazarh Road, Baddi,
Disie. Solan, LR, 172 205, INDIA

CERTIFICATE OF ANALYSIS """

CEPTUOPUKAT AHAJIM3A

L 251-02

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
|Ipoayxr: Ketoposa® Ixcnpece (keropoaak) TaGierks, AUCHeprupyemMble B N0JI0CTH pTa, 10 mr ]

Market / Poinox : Russia / Poccus

Batch No / . Batch Quantity / 3600000 tab /

Cepus No V2300688 O0bem cepun © 3600000 Tab

Analytical Repo:‘t No/ - 040002927017 Date of Analysis / - 10.05.2025

AHanuTHyeckni oTyeT Ne Jarta ananuza

Date of Manufacture / . 04/2025 Date of Expiry / - 03/2027

JaTa npon3BoacTBa TI'ogen o

Mfg. License No. / . .

IIpoH3BOACTBEHHAS : MNB/05/263 T numiber: 2 RRELNS(003650) (k=
Homep PY RU)

JauueH3us Ne

Analysis performed according ND: / Anaius nposeges no H/: JITI-Ne(004669)-(PI'-RU)-190224

Page S5of 9/ Crp. Su3 9

JAncnepcHocTb

1;00 Test / [lokazaTesb Results / PesynbTaTs! Specification / Hopma
6 Particle size distribution / Complies / CooTBeTCTBYET A uniform suspension passing through a

710 um sieve is formed. / O6pa3syercs
OIHOPOAHAS CyCHeH3Ws, Npoxosuas
CKBO3b CHUTO C pa3MepoM OTBEpCTHi
710 MKM.

7 Impurities / [Ipumecu

1-hydroxy analog of
ketorolac: /
1-rugpokcuananor
KeTopoJaka

1-keto analog of ketorolac /
1-KeToaHaorT KeTopoaka

unidentified impurity /
eIMHHYHas
HenaeHTHGUUUpOBaHHAs
NPHUMECH

Below LOD (LOD = 0.0010 %)
/ Hrxe npenena oOHapyKeHUs
(IIO = 0.0010 %)

0.04%

0.02%

not more than 0.5 %; / ve 6onee 0,5 %;

not more than 0.8 %; / ve 6onee 0,8 %;

not more than 0.5 %; / He 6omee 0,5 %;

total impurities /
cymMMa npuMecet

0.1%

not more than 1.0 %. / ve 6onee 1,0 %.

8 Water content /
CoaepaxaHune BOAbI

2.5%

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

Remarks: The Product conforms to ND/

IMpumeuanue: [Iponykr cootBeTcTBYeT TpeboBanuaM HJJ

Conclusion: APPROVED /
Zaxiarouenue: OJJOBPEHG

Prepared by /
IMoarorosneno: Ramakant

Mo

Checked by /
IIpoBepeno: Pardeep Kumar

<l—

Approved by: Mmagcrﬂixcgﬁ tive /
Onobpeno: Menemwkep / Pykpeonuiens
Abhishek Chauhan '

I.
N

Reprint Date /
Hata: 10.05.2025

Reprint Date /
Jarta: 10.05.2025

Reprint Date /
Jara: 10.05.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hiils, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2939, Email: mail@drreddys.com

CIN: L85195AP1984PLCO0CA507
www.drrecidys.com




CERTIFICATE OF ANALYSIS

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

Vill. Khol, Naiagarh Road, Baddi,
Dist. Soian, .7, 173 205, INDIA

04 42166 5600102

CEPTUDPUKAT AHAJIM3A

VAL GETEC G005

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Hponyxr: Keropon® Jkenpece (keroposiak) Tad/1eTku, JMcneprupyemble B 1010¢TH pTa, 10 mr

Market / Poinok :Russia / Poccus
Batch No / ) Batch Quantity / ~ 3600000 tab /
Cepusa Ne £ V2500888 O0bem cepun " 3600000 Tab
Analytical Repovrt No / - 040002927017 Date of Analysis / - 10.05.2025
AdaguTHyeckui order Ne Jlara aHaH3a
Date of Manufacture / - 04/2025 Date of Expiry / . 03/2027
Hara npousBoacTea T'ogen no
it L , MA number: /  JIII-Ne(004669)-(PT-
IIponseoacTBeHHAS : MNB/05/263 ;

Homep PY RU)
JuaneH3sHsa Ne

Analysis performed according ND: / Auanus nposegen no HJ/I: JITI-Ne(004669)-(PT-RU)-190224

Page 6 of 9/ Crp. 6 u3 9

NN:) Test / IToka3zaTennb Results / PeaynbTaTbl Specification / Hopma
9 Residual solvents / OcraTouyHble opraHnyeckne pacTBOPUTE/IH
Isopropyl alcohol / 6 pg/tab/ Not more than 350 pg/tab. /
H3zonponaHon 6 MKr B TabneTke He 6onee 350 mkr B TabaeTke.
10 Microbiological purity*/ Mukpo6uosioruyeckast 4ucrora*
~ Total Aerobic Microbial not more than 10* CFU/g; /
Count / of1uee yucio NA He 6osee 10° KOE/r;
a’3pOOHBIX MHKPO-
OpPTaHU3MOB
Total Combined Yeast and not more than 10> CFU/g; /
mold count / o6lLEge YKCIO NA He 6onee 102 KOE/T;
JPOMOKEBbBIX U IUIECHEBBIX
rpuboB
Escherichia Coli NA shell be absent in 1 gram. /
oTcyTrcTBUE B 1 T
11 Uniformity of dosage units / 3.8 Acceptance value (47) not more than
OasopoaHOCTB 15.0 TMoxazatespb npuemieMocTu (AV)
JI03MPOBAHHBIX €HHHL nomxeH ObITh He Ooriee 15,0.

Remarks: The Product conforms to ND/
TTpumeuanue: IpoaykTt cootercTayer Tpebopanuam HJI

Conclusion: APPROVED /
3axnvenne: OJJOEPEHO,

Prepared by /
IMoxnrorosneno: Ramakant

%

Checked by /
[Tpoeepeno: Pardeep Kumar

Approved by: Manager/Execjitive /
Onobpeno: Menemkep / Pygosoaunteb
Abhishek Chauhan /

{

Reprint Date /
Jlara: 10.05.2025

Reprint Date /

Jlara: 10.05.2025

— T

Reprint Date /
Hara: 10.05.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: 91 40 4900 2900, Fax: +91 40 4900 2939, Email: mail@drreddys.com
CIN: L85195AP1984PLC004507

www.drreddys.com




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

Dr. Reddy’s q.o Vili. Kiol, Naiagarh Road, Baddi,

Oisie. 5otan, -.F, 173 205, INDIA

CERTIFICATE OF ANALYSIS -, .o o 101-02
CEPTU®UKAT AHAJIM3A W drred -
Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
' IIpoaykt: Keropoa® Jxcnpece (keropoyak) TabjeTkn, JHCHEPrupyemble B N0JI0cTH pra, 10 mr ]
Market / Peinok :Russia / Poccus
Batch No / . V2500388 Batch Quantity / 3600000 tab /
Cepus Ne ) O0nem cepun " 3600000 Tab
Analytical Repovrt No/ . 040002927017 Date of Analysis / . 10.05.2025
Ananutndeckuif oryeT Ne Jara anainza
Date of Manufacture / - 04/2025 Date of Expiry / . 03/2027
JlaTa npoH3BOACTBA - T'ogen oo -
Mfg, License No. /
IIpousBoAcTBeHHAS : MNB/05/263 R Kt g SIS (RAO0T)~(FD=
Howmep PY RU)
Junen3usa Ne
Analysis performed according ND: / Auasu3 npoBegen o HJ: JITI-Ne(004669)-(PI'-RU)-190224 |
Page 70f9/Crp. Tu3 9
i.:) Test / ITokazaTennb Results / Pe3yabTaThl Specification / Hopma
12 Assay / KonuyecTBeHHOe 10.0 mg / 10.0 mr From 9.0 mg to 11.0 mg of
onpeneeHue (99.7 %) CisH;3NO3CsHINO; (ketorolac
tromethamine) (from 90.0 to 110.0 % of
the label claim) per tablet. / Ot 9,0 mr o
1 1,0 MTI C15H13NO3°C4H1 INO3
(ketoponaka TpomeramuH) (ot 90,0 no
110,0 % OT 3asABIEHHOr0 KOJIMYECTBA) B
TabneTtke.
13 | Butylhydroxyanisole 0.0973 mg/tab / Not less than 0.042 mg/tab. /
content / Coaepxanue 0.0973 mr B Tabnetke He menee 0,042 Mr B TabneTke.
GYTHITHAPOKCHAHH301a
14 | Package description / 10 tablets in a blister of | 10 tablets in a blister of (PA/AL/PE with
Onucanie ynakoBKH (PA/AL/PE with | desiccant/HDPE) foil // (PE/AL) foil. 1 or
desiccant/HDPE) foil // (PE/AL) | 2 blisters with patient information leaflet
foil. 2 Dblisters with patient | in a carton pack. / Ilo 10 Tabnetok B
information leaflet in a carton | 6muctepe u3 (ITA/AJI/TID c
pack. / Tlo 10 rabnerox B | Bnaronormotutenem/IIOBII) donsru //
Gnucrepe w3 (HA/AJ/IID ¢ | (ITD/AJT) doneru. IMo 1 win 2 Gnuctepa
snaromnoriorutenem/[12BIT) BMECTE C JIMCTKOM-BKJNaAapllIEM B MavKy
donsru // (IT3/AJI) doneru. [lo | kKapTOHRYIO.
2 6iucTeEpa BMECTE € JIMCTKOM-
BKJIAJBIIIIEM B nauky
KapTOHHYIO.
Remarks: The Product conforms to ND/ Conclusion: APPROVED /
[Tpumeuanue: [IpoaykT cooTBeTcTBYeT TpebosanusM HJL 3akmouenne: OJJOBPEHO )
Prepared by / Checked by / Approved by: Manager/Execijtive /
Ioaroroeneno: Ramakant IMposepeno: Pardeep Kumar | Ono6peno: Menemxep / Pykgeoaurens
Abhishek Chauhan
Bolod <
Reprint Date / Reprint Date / Reprint Date /
JHara: 10.05.2025 Jara: 10.05.2025 Hara: 10.05.2025

Registared Office: 8-2-327, Road No. 3, Banjara Hiils, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1S84PLCO04507
www.drreddys.com



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

e
DI'. Reddy,s ‘.... Vill. Khol, Naiagarh Road, Baddi,

Distt. Solan, d.P,, 173 205, INDIA
CERTIFICATE OF ANALYSIS . o1 coipn 05001-00
CEPTHOUKAT AHAJM3A i crrecicye com

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

ITpoaykr: Keropon® Ixcnpecc (keTopo ak) TaGIeTKH, AMCIeprupyeMble B NOJIOCTH pra, 10 Mr ]
Market / PuiHok :Russia / Poccus

Batch No / . Batch Quantity / 3600000 tab /

Cepus Ne e O6nbeM cepun " 3600000 Tab
Analytical Repo“rt No/ - 040002927017 Date of Analysis / . 10.05.2025
AHanuTH4yeckHii oTueT Ne JaTa ananu3za

Date of Manufacture / . 04/2025 Date of Expiry / . 03/2027

Jata npon3BoacTBa - I'ozen po -
Mfg. License No. / i o
ITpousBoacTBeHHAS : MNB/05/263 L : AL LI R

Homep PY RU)
Jauuen3us Ne
_Analysis performed according ND: / Anann3 nposeaen mo HJI: JIII-Ne(004669)-(PT'-RU)-190224

Page 8 of 9/ Crp. 8 u3 9

* When the drug product is released, the quality control for Microbiological Purity is performed for one batch in
every 20 batches or one batch per year whichever is more.

* [Ipu BbIMyCKe JIEKAPCTBEHHOI0 MPenaparTa KOHTPOJIb KauecTBa Mo nokasaremo «Mukpobuosioruyeckas
YHCTOTA» MPOBOAUTCA s Kaxaoil 20-oif cepum, UM Ansl OAHOI cepMH B roj, B 3aBUCHMOCTH OT TOI0, YTO
HACTYNHUT paHblile,

API name / HanmenoBanune ADC: Ketorolac tromethamine / KeToponaka TpoMeTaMHH

INN / MHH: Ketorolac / Ketoponak

API manufacturer batch number / ABRH009745, ABRH009746

Homep cepun nponssogurens APC:

FP Manufacturer API Batch number /

Howmep cepun cyOcTaHIIHH NPOU3BOAHTE A FESA00032, FESA00033

TJId:

API Manufactured by & country / Dr. Reddy's Laboratories Ltd., India /
[Mpounzroantean AMC, crpana: H-p Pegau'c JaGopatopuc Jtn., Wupus

Name, address, authorization No for FP Dr. Reddy's Laboratories Ltd., India, Formulation Unit-6, Vill. Khol,
manufacturing site / Control site / Release Nalagarh Road, Baddi, Distt. Solan (HP) 173205, India (license No
site / MNB/05/263) /

HaumeHoBaHHe, aJpec, THIEH3HA 1JI5 H-p Penan’c Jlaboparopuc JIta., Muaus, [IpousBoacTBeHHOE
IponzeoacreenHas miuomaaka / Ilnomagka noxapasaenenue-6, Buwi. Kxons, Hanarapx Poyn, bannu, Iuctpukr
KOHTPOoJs KadecTsa / Ilnomagka Beinycka Conan, X.II., 173205, Uagua (nuuensus nomep MNB/05/263)

Declaration of certification: « hereby certify that the above information is authentic and accurate. This batch of

Remarks: The Product conforms to ND/ Conclusion: APPROVED /
ITpumeuanue: [Iponykr coorsercTBYeT TpeboBanmsam HJL 3aknwuenne: OJOBPEHO/
Prepared by / Checked by / Approved by: Manager/Execijtive /
ITogroroeneno: Ramakant TIpoeepeHo: Pardeep Kumar | Ono6peno: Menemxkep / Py BO,B.I-ﬂIBJ‘Ih
/ Abhishek Chauhan

M CZLT 1
Reprint Date / Reprint Date / Reprint Date /
Hara: 10.05.2025 MHara: 10.05.2025 Jara: 10.05.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hiils, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1884PLCO04507
www.drreddys.com



Dr. Reddy's Laboratories Ltd.

@ . .
Formulation Unit-6
9 D Y
Dr- Reddy S ‘ ® Vill. Kho!, Naiagarh Road, Baddi,
’ Distt. Solan, H.F., 173 205, INDIA

CERTIFICATE OF ANALYSIS "~ "0 o 0
CEPTU®UKAT AHAJM3A .\ iiroccys -om

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
TIpoaykr: Keropoa® Jkcnpece (keroposiak) Tab/eTKH, JHCIIEPrHpyeMble B M0J0CTH pTa, 10 mr
Market / Peinox :Russia / Poccus
Batch No/ ) Batch Quantity / 3600000 tab /
Cepus Ne - V2500888 O6bem cepun " 3600000 Tab
Analytical Repovrt No/ - 040002927017 Date of Analysis / . 10.05.2025
 AHaqanTHuYecKkMii oTyer Ne HJata ananun3za
Date of Manufacture / - 04/2025 Date of Expiry / . 03/2027
Jata npou3BoaCcTBa I'open o
Mfg. License No. / . .
| IpousBoACTBeHHAR : MNB/05/263 RS MRl . JOI-Ne(004669)-(PT-
Homep PY RU)
aunensus Ne
Analysis performed according ND: / Anannz nposegen mo HJI: JITI-Ne(004669)-(PT-RU)-190224

Page9of 9/Ctp. 9u3 9
product has been manufactured, including packaging/labeling and quality control at the above mentioned site(s) in
full compliance with the GMP requirements of the Eurasian Economic Union (No. GMP/EAEU/RU/00554-2022 dt.
02 September 2022) and requirements to the medicinal quality and with the specifications in the Marketing
Authorization dossier of the importing country. Production, packaging and testing records are verified and their
compliance with Good Manufacturing Practice of the Eurasian Economic Union is established».

3ak/a04eHHe 0 cooTBeTcTBHM: «HacTosmuM 51 MOATBEPXKAAIO0, UTO IIpUBEEHHAs BBl MH(OOPMAHs SBISETCS
JIOCTOBEPHOM M TOYHOM. DTa cepHs NMPOAYKIMH MPOU3BENCHA (BKIIOYAas YHaKOBKY (MapKHpPOBKY) W KOHTDOJb
KayecTBa) Ha BhHINIEYKa3aHHONM MPOM3BOJACTBEHHOM IUIOmMaAKe (IUIOINAAKax) B IIOJIHOM COOTBETCTBHH C
Tpe6oBanuamu [IpaBui Haguexarieil TpOU3BOACTBEHHON NPaKTHKH EBPasHiicKOro 3KOHOMHYECKOro coro3a (Ne
GMP/EAEU/RU/00554-2022 ot 02 cenTsa6pst 2022) u TpeOOBaHUSIMH KOHTPOJI KaYeCTBA JICKAPCTBEHHEIX CPE/ICTB,
a TaK)ke B COOTBETCTBUH CO CHENU(PHUKAIMAMHU, COACPKAIIUMUCA B PETHCTPAIMOHHOM JIOChe CTpaHbI-UMIIOpTEpa.
3aIKCH 110 [IPOU3BOICTBY, YIAKOBKE M aHATIH3Y [IPOBEPEHbL, H YCTAHOBICHO X COOTBETCTBHE TpeboBanusaM [Ipasui
HaJIIe)Kalei Iporu3BOICTBEHHO!N MPaKTHKU EBpa3suiickoro 53KOHOMHUYECKOTO COI03a».

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

IIpumeuanue: Hponykt coorBercTBYeT TpeboBaHusM HJT 3akmouenne: OJJOBPEHO )

Prepared by / Checked by / Approved by: Manager/Execytive /

[Moxroroeneno: Ramakant IMposepeno: Pardeep Kumar | Onobpeno: Menemxep / P}'r;" B_O,H,HTTI:
f Abhishek Chauhan /

Reprint Date / : Reprint Date / Reprint Date /

Jara: 10.05.2025 Hara: 10.05.2025 Hara: 10.05.2025

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
www.drreddys.com




