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CERTIFICATE OF ANALYSIS

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

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

CEPTH®HKAT AHAJIM3A

Tel : +91 98166 56001-02
www.drreddys.com

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
IIpoaykr: Keropoa® Dkcnpecc (xeTopoJiak) Tab6/JeTKH, AUCOEPrHpYedbIe B IOJOCTH PTa, 10 mr

Market / Poinox :Russia / Poccus

Batch No / . Batch Quantity / 3600000 tab /

Cepusn Ne @ M0 O0Bem cepun " 3600000 T26

Analytical Repo:‘t No/ . 040002915635 Date of Analysis / . 30.04.2025

AHanHTHYeCKHH 0TUeT Ne o | MaTa anannsa

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

Jarta npon3BoacTea TI'ogen no

Mifg. License No. / ) o

ITpou3BoACTBEHHAS : MNB/05/263 NI BENBEE: ¢  JII-Ne(004669)-(PT -
Howmep PY RU)

JHIeH3HA Ne

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

Page1 of 9/Crp. 1139

tablets with "|" debossed on one
side. / Kpyrasle miockue
TabneTku ¢ ¢ackoii, cBeTIO-
XEJITOrO LBEeTa C IPaBUPOBKOH
«l» Ha OJIHOIi CTOPOHE.

iﬂo Test / [lokasaTeb Results / PesyabTaTsl Specification / Hopma
1 Description / Onucanne Light yellow round flat beveled Light yellow round flat beveled tablets

with "|" debossed on one side. / Kpyrusre
iockde Tabnetku ¢ ¢ackod, CBETIO-
XeITOro IBeTa C TpaBHPOBKON «I» Ha
OAHOH CTOPOHE.

2 Identification / UneHTHDHKANUSA

Ketorolac / Kemoponax

Complies / CooTBETCTBYET

UV spectra of the test solution and
ketorolac tromethamine standard solution
should have peaks at the same wavelength
(+ 2nm). / Y®-criekTpel NONIOLIECHHSA
HCIILITYEMOr0 pacTBOpa M  pacTBOpa
CTaHZapTHOrO  obpa3sla  KeTopoJiaKa
TpOMeTaMHHa JIOJKHBI HMETh
MaKCHMYMBI IPH OZHON W TOH Xe IJIHHE
BOJIHHI (£ 2 HM).

Remarks : The Product conforms to ND/
INpumeuanwe: Ipoaykr cooTBeTcTBYeT Tpeboanmam HJI

Conclusion : APPROVED /
Zaknwuenue: OJJOBPEHO

Prepared by /

Toarorosneno: Ramakan

BAes

Checked by /
ITpoeepeHo: Pardeep Kumar

C;f—/'

Approved by: Manager/Executive /
Onobpeno: Menemkep / Pykopoautens

Amit Kumar A
-
/\ —

Reprint Date /

i

Hara: 30.04.2025

Reprint Date /
Jlara: 30.04.2025

Reprint Date /'

JHara: 30.04.2025

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: L85195AP1984PLC004507

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
Tel : +91 98166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS
CEPTHOPUKAT AHAJIM3A

Product : Ketorol Express (ketorol

ac) Orally Disintegrating Tablets 10 mg

Hpoaykr: Keropon® Dxcnpece (keToposak) Ta6/1eTKH, JHCHEPrupyeMble B 0J0CTH pTa, 10 Mr

Market / PoiHOK :Russia / Poccus

Batch No / . Batch Quantity / 3600000 tab /

Cepus Ne + V2500712 O6beM cepun " 3600000 Tab

Analytical Repovrt No / . 040002915635 Date of Analysis / . 30.04.2025
 AHayMTHYeCKHH 0TYeT Ne Jlara ananusa

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

Jara npounsBoacTBa Toxen go

Mfg. License No. / . o

IIpousBoacreeHHan : MNB/05/263 el : =NE(DORGO2)=(F T

Homep PY RU)
JHIeH3Husa Ne

Analysis performed according ND:

/ Ananns nposenen mo HJI: JITI-Ne(004669)-(PI'-RU)-190224

Page2of 9/Crp.2 139

No

No Test / IloxasaTeanb

Results / PesynbTaThl 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). / Bpems ynepxuBaHuA
OCHOBHOIO [IHKA Ha XpOMaTrorpamme
HCIIBITYEMOTO pactBopa IOOJDXHO
COOTBETCTBOBATh BPEMEHH YACPKHUBAHHSA
OCHOBHOIO [HKa Ha XpoMaTorpamme
pacTBopa CTaHAapTHOTO obpazua
KeToponaka  TpoMeTamuHa  (paszen
«KoHYecTBEHHOE ONpeneNeHre»).

IMoarorosiaeno: Ramakant
@‘gmh /

Remarks : The Product conforms to ND/ Conclusion : APPROVED /
Ipumeuanue: [poaykt cooTBeTcTBYET TpeboBaHusaM HJL 3akniouenne: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /

IIposepeno: Pardeep Kumar | Onobpeno: Menemxep / PykosoanTennb

E _ Amit Kumar r,.\r_d e
{

Reprint Date / !

Jara: 30.04.2025

Reprint Date / Reprint Date / |
Hara: 30.01.2025 Jata: 30.01.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hifls, Hyderabad - 5060034, Telangana, India

Tel: +9

1. 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLC004507
www.drreddys.com
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CERTIFICATE OF ANALYSIS

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

Vili. Khol, Nalagarh Road, Baddi,
Distt. Sofan, H.P., 173 205, INDIA

CEPTU®UKAT AHAJIN3A

Tel : +91 58166 56001-02
www.drreddys.com

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Hpoaykt: Ketoposi® Dxenpece (keTopoaak) TabaeTks, Jucneprupyemsie B mojoctn pra, 10 mr

Market / PoiHok :Russia / Poccus

Batch No / . Batch Quantity / 3600000 tab /
Cepusa Ne D O6vem cepun " 3600000 Tab
Analytical Repog‘t No/ - 040002915635 Date of Analysis / . 30.04.2025
AHaauTHYecKHH oTuer No o | Jara aHanu3a

Date of Manufacture / - 04/2025 Date of Expiry / . 03/2027
JlaTa npou3BoACTBA I'ogen no

Mfg. License No. / .

HpounspoacTeeHHAST : MNB/05/263 B DDl . JII-Ne(004669)-(PT-

Homep PY RU)

JIHIeH3uA Ne

‘Analysis performed according ND:

/ Ananns nposegen no HJI: JITI-Ne(004669)-(PT-RU)-190224

Page30of9/Crp.3m39

1}00 Test / NMokasareian Results / Pe3yabTaTbl Specification / Hopma
Butylhydroxyanisole / Complies / CooTBeTCTBYET The retention times of 2-
Bymunzudpoxcuarnuson 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). / Bpewmena
yIOEePKUBaHHSA ITHKOB
2-6yTUNTUAPOKCHAHU301a U
3-6yTHIrHAPOKCHAHU30M1a Ha

XpOMaTorpaMMe HCIBITYeMOrO PacTBOpa

JIOJDKHBI  COOTBETCTBOBAaTH BpEeMeHaM
yIOEPKUBAHUSA MHKOB
2-6yTHNTHAPOKCHAHHU30]1a U
3-6y TUArHAPOKCHAHU301a Ha

XpOMAaTorpaMMe pacTBopa CTaHAAPTHOIO
obpasna 6yTUITHApOKCHaHW30Ma (pa3aen
«Copepxanue
OyTHITHAPOKCHAHU3OTIAN).

Remarks : The Product conforms to

IMpumeuanue: [IpogykT cooTBeTcTBYeT TpeboBanusm HJT

ND/

Conclusion : APPROVED /
Baxiauenne: OJOBPEHO

Jara: 30.04.2025

Hara: 30.04.2025

Prepared by / Checked by / Approved by: Manager/Executive /
[loarororneno: Ramal:} IIposepeno: Pardeep Kumar | OmzobpeHo: Menemxep / Pykosoauntenb
ﬁ Amit Kumar -
@‘“\ g - /\(/
Reprint Date / \ Reprint Date / Reprint Date/ |

JHara: 30.04.2025

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: L85195AP1984PLC004507
www.drreddys.com
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CERTIFICATE OF ANALYSIS

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

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

CEPTUO®UKAT AHAJIM3A

Tel : +91 98166 56001-02

www.drreddys.com

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykr: Keropoa® Jxcnpecc (keToponak) TafjieTi, AHCHeprupyembie B MOJIOCTH pra, 10 mr

Market / PoiHoK :Russia / Poccus

Batch No / . Batch Quantity / 3600000 tab /

Cepust Ne - V2500712 O6nem cepun " 3600000 Tab

Analytical Repo“rt No/ - 040002915635 Date of Analysis / . 30.04.2025
_AHajgATHYeCKHIi oTueT No Jarta ananauza

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

Jara npon3BoacTBa N T'onen a0

Mfg. License No. /

) MA number: / ~ JITI-Ne(004669)-(PI'-
IIpousBoacrBennas : MNB/05/263 Homep PY " RU)

JuueH3na Ne

Analysis performed according ND: / Auauu3 nposeaen no H/I: JITI-Ne(004669)-(PT'-RU)-190224

Page4of 9/ Crp.4m39

i.:) Test / IlokasaTenb Results / PesyabTaThi Specification / Hopma
3 Average weight / Cpegnsst 68.8 mg / 68.8 mr 67.2 mg to 72.8 mg (70.0 mg + 4.0 %). /
mMacca ) Ot 67,2 mr 10 72,8 mr (70,0 Mr + 4,0 %).
Complies / COOTBETCTBYET
Uniformity of weight / 18/20 tablets - not more than + 10 %;
OAHOPOAHOCTH MaCChl 2/20 tablets - not more than + 20 %. /
18/20 Tabnerox — He OGoyee =+ 10 %;
2/20 tabneTok — He Gonee + 20 %.
4 Disintegration time / 00 min 24 sec / 00 MuH 24 cek Not more than 3 min. / He 6onee 3 MuH.
PacmagaemocThb
5 Dissolution / PacTBopenue Unit-1/ Ta6n-1 99 % Not less than 75% (Q) of
. CisH3NO3C4H 1 NO3 (ketorolac
Unit-2 / Tabn-2 99 % tromethamine) in 15 min. / He menee
Unit-3 / Ta6n-3 100% | 75% Q CisH13NO3+C4H11NO3
. (keToponiaka TpOMETaMHH) 4epe3 15 mMun.
Unit-4 / Ta61-4 99%
Unit-5 / Tabn-5 99 %
Unit-6 / Tabn-6 99 %

Remarks : The Product conforms to ND/
ITpumeuanue: TIpoaykT cooTBeTcTBYET TpeboranusamM HJL

Conclusion : APPROVED /
Saxuouenue: OJOBPEHO

Prepared by / Checked by /
IToarororneHo: Ramakant

=

TIposepeHno: Pardeep Kumar

Approved by: Manager/Executive /
Onobperno: Menemxep / PykoBoauresb

Amit Kumar /\/ -
[

Reprint Date /
Jlara: 30.04.2025

Reprint Date /
Hara: 30.04.2025

Reprint Date / ’

Jlara: 30.04.2025

Registered Office: 8-2-327, Road No. 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
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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

CEPTUDPUKAT AHAJIM3A

Tel: +91 98166 56001-02

www.drreddys.com

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykt: Keropoa® Jxcnpecc (KeTopos1ak) TabIeTKH, IHCIEPrUpyemMble B II0JOCTH PTa, 10 mMr

Market / Poinok :Russia / Poccus

Batch No / : Batch Quantity / 3600000 tab /

Cepus Ne S O6bem cepun " 3600000 Tab

Analytical Repo:‘t No/ . 040002915635 Date of Analysis / . 30.04.2025

AHaJHTHYeCKHi oTyeT Ne JaTta anaiunza e

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

Jara npoussoacTea | T'onen 1o

Mfg. License No. / . o

IlpoussoacTBEHHAN : MNB/05/263 SfOsnumber:e : L L L
Homep PY RU)

JIHIeH3Hs Ne

Analysis performed according ND: / Anaans nposeaed mo HJI: JII-Ne(004669)-(PT-RU)-190224

Page5of9/Crp.5u3 9

AucnepcHocrs

1}00 Test / IlokaszaTenab Results / Pesyiabrarsl Specification / Hopma
6 Particle size distribution / Complies / CooTBETCTBYET A uniform suspension passing through a

710 ym sieve is formed. / O6pasyetcs

ONHOpOIHAA CYCIIEH3Hs, IPOXOMsLas
CKBO3b CHTO C pa3MepoM OTBEpPCTHUii
710 MKM.

7 Impurities / IIpumecn

1-hydroxy analog of
ketorolac: /

Below LOD (LOD = 0.0010 %) /
Huxe npenena obuapyxenus (I1O

not more than 0.5 %; / He 6o1ee 0,5 %,;

Cogaepxcanne BOIbI

1-rumpoxcuaHanor =0.0010 %)
KeTOpoJaka
1-keto analog of ketorolac / not more than 0.8 %; / ne 6onee 0,8 %;
1-keToaHaJor KeTOpoJlaKa 0.05%
unidentified impurity / not more than 0.5 %; / He 6onee 0,5 %;
eMHUYHas
HEUJIEHTHQHUINPOBAHHAS 0.02%
NpUMech

| total impurities / 0.1% not more than 1.0 %. / He 6onee 1,0 %.
cyMMa npHMecer

8 Water content / 2.6 % Not mote than 7.0 %. /

He 6onee 7,0 %.

Remarks : The Product conforms to ND/
Tpumeuanue: [IponykT cooTseTcTBYET TpeboBanuam HJT

Conclusion : APPROVED /
3aknwuenue: OJJOBPEHO

Prepared by /
IMoaroroeneno: Ramakant

3

Checked by /
ITposepeno: Pardeep Kumar

-

Approved by: Manager/Executive /
Ono6peHo: Menemxkep / Pykosoaurenb

Amit Kumar -~
—

Reprint Date / \
Jara. 30.04.2025

Reprint Date /
Jlata: 30.04.2025

Reprint Date /
Hara: 30.04.2025

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
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CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories Ltd
Formulation Unit-6

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

CEPTU®UKAT AHAJIU3A

Tel : +91 98166 56001-02

www.drreddys.com

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
ITpoayxr: Keropoa® Jxcnpece (keropoaax) TabaeTk, pucnepripyemsele B nojoctu pra, 10 mr

Market / Poinox :Russia / Poccus

Batch No / - V2500712 Batch Quantity / _ 3600000 tab /

Cepus Ne ) O6Bem cepun " 3600000 Tab

Analytical Repo:*t No/ - 040002915635 Date of Analysis / . 30.04.2025

ABanuTHYecKHi# oTuer Ne B | laTa ananusa -

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

JaTa npou3BoACTBA I'onen no

Mfg. License No. / . .

IlpousBoACTBEHHAs : MNB/05/263 DI AED e ¢ , JI-N(004669)~(PT-
Homep PY RU)

JaHuenzust Ne

Analysis performed according ND: / Anauun3 nposexen no HJI: JII-Ne(004669)-(PI'-RU)-190224

Page 6 of 9/ Crp. 6 u3 9

1}? Test / [IokazaTenan Results / PesynbTatsl Specification / Hopma
9 Residual solvents / OcTaTounbIe OpraHuYecKHe pacTBOPUTEH
Isopropyl alcohol / 4 pg/tab / Not more than 350 pg/tab. /
Hzonponaxon 4 mxr B TabneTke He 6onee 350 Mxr B TabyeTke.

10 Microbiological purity*/ Mukpo6uosornyeckast Y4McToTa*

Total Aerobic Microbial
Count / ob1uee 4ucIo

not more than 103 CFU/g; /
He 6onee 10° KOE/T;

OaHopoaHOCTH
A03UPOBAHHBIX €AHHHLL

NA
a3poOHBIX MUKPO-
OpTaHH3MOB
Total Combined Yeast and not more than 10> CFU/g; /
mold count / o61mee 9ncio NA He 6onee 102 KOE/T;
OPOMIKEBBIX U MIECHEBBIX
rpu6oB
Escherichia Coli NA shell be absent in 1 gram. /
oTCyTCTBHE B 1 T.
11 | Uniformity of dosage units / 9.8 Acceptance value (4¥) not more than

15.0 Iloka3arens npueMieMocTH (AV)
JIoJpkeH ObITh He 6oiee 15,0.

Remarks : The Product conforms to ND/

ITpumeuanne: [IpoaykT cooTBercTByeT TpeboBanram HJI

Conclusion : APPROVED /
3axmouenne: OJOBPEHO

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

[ToarorosneHo: R makji} [Tposepeno: Pardeep Kumar | Ono6peHo: Menemxkep / PykoBoauress
Amit Kumar —

Reprint Date / \ Reprint Date / Reprint Date / ’

Jlara: 30.04.2025 Jara: 30.04.2025 Hara: 30.04.2025

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: L85195AP1984PLC004507

www.drreddys.com
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CERTIFICATE OF ANALYSIS

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

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

CEPTUPUKAT AHAJIM3A

Tel : +91 98166 56001-02
www.drreddys.com

'Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
IIpoaykr: Keropoa® Dkenpece (keropoaak) Tadueriu, qucneprupyemsie B nojaocru pra, 10 mr

Market / Poinok

:Russia / Poccus

Batch No / . Batch Quantity / 3600000 tab /
Cepus Ne + V2300712 O0BeM cepHH " 3600000 Tab
Analytical Repo:'t No/ - 040002915635 Date of Analysis / . 30.04.2025
| AHasauTHYecKHi oTueT No - JaTta ananuza
Date of Manufacture / . 04/2025 Date of Expiry / . 03/2027
JaTa npoH3BoACTBa I'onen no
Mifg. License No. / . .
Ipon3BoacTBeHHAS : MNB/05/263 g DU o DIIGNS(O04669) @I
Homep PY RU)
JuneHsus Ne

Analysis performed according ND: / Anasin3 nposenen no HJL: JII-Ne(004669)-(PI'-RU)-190224

Page 70f9/Crp. 7u39

desiccant/HDPE) foil / (PE/AL)
foil. 2 Dlisters with patient
information leaflet in a carton
pack. / Ilo 10 Tabnerox B
onucrepe u3  (IIA/AJIVTID ¢
piaronoriorureiem/I[I5BIT)
doneru // (I13/AJ1) $oasru. Ilo
2 Gnuctepa RMecTe ¢ JNIHCTKOM-
BKJIaJIBIIIEM B navyKy
KapTOHHYIO.

‘1;.00 Test / IlokasaTennb Results / Pe3yabTaThl Specification / Hopma
12 | Assay/KonuuecTBeHHoe 9.9mg/9.9 mr From 90mg to 11.0 mg of
onpeznesieHHe (99.4 %) Ci1sH13NO3*C4H|1NO; (ketorolac
tromethamine) (from 90.0 to 110.0 % of
the label claim) per tablet. / Ot 9,0 Mr o
1 1,0 MI C15H13NO3'C4H11NO3
(xetoponaka TpoMetamuH) (oT 90,0 10
110,0 % OT 3asABJIEHHOTO KOJIMYECTBA) B
TabneTke.
13 | Butylhydroxyanisole 0.0963 mg/tab / Not less than 0.042 mg/tab. /
content / Coaep:xkaHue 0.0963 mr B TabneTke He menee 0,042 mMr B TabNeTKe.
OyTUIITHAPOKCHAHN30/1a
14 | Package description / 10 tablets in a blister of | 10 tablets in a blister of (PA/AL/PE with
OnucaHue ymakoBKU (PA/AL/PE with | desiccant/HDPE) foil // (PE/AL) foil. 1 or

2 blisters with patient information leaflet
in a carton pack. / [To 10 TabneTok B
onucrepe u3 (I1A/AJUIID c
piaronornotutenem/IIOBIT) domeru //
(II3/AJT) doneru. Ilo 1 wiu 2 Gnuctepa
BMECTE C JINCTKOM-BKJIAJbIIIEM B IMAaYKy
KapTOHHY'O.

Remarks : The Product conforms to ND/
ITpumeuanne: ITpoaykt cooTBeTcTBYeT TpeboBanusm HJJ

Conclusion : APPROVED /
3akmouenne: OJJOBPEHO

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

ITonrorosneHo: Ramakant ITpoeepeno: Pardeep Kumar | Opobpeno: Menemxep / PykoBoaurerns
: Amit Kumar

Reprint Date / \ Reprint Date / Reprint Date / E

Jara: 30.04.2025 Jata: 30.04.2025 Jara: 30.04.2025

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

Tel: +91 40 4900 2900, Fax: +91 40 49C0 25

99, Email: mail@drreddys.com

CIN: L85195AP1984PLC004507
www.drreddys.com




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

Qe
DI". Red dY,S ‘.... Vill. Khol, Nalagarh Road, Baddi,

Distt. Sofan, H.P., 173 205, INDIA

CERTIFICATE OF ANALYSIS
CEPTADUKAT AHAJIM3A Tel : +91 98166 56001-02
— www.drreddys.com B
Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Iponykr: Keropoa® Dxenpece (keTopoiak) TabJeTKH, iHcneprupyemsie B NoA0CTH pra, 10 mr
Market / Prinok :Russia / Poccus
Batch No / . Batch Quantity / 3600000 tab /
Cepus Ne a eSbtie O0beM cepun " 3600000 Tab
Analytical Report No/ . 040002915635 Date of Analysis / . 30.04.2025
AHanuTHYecKHH 0TYeT No B Jarta aHajM3a
Date of Manufacture / . 04/2025 Date of Expiry / . 03/2027
JaTa npou3sBoOACTBA I'onen 1o
Mifg. License No./ . .
IpousBoacTBeHAAs : MNB/05/263 MA number: / . JITI-Ne(004669)-(PI-
Homep PY RU)
JIneH3nsa Ne
Analysis performed according ND: / Ananns nposeaen mo HJI: JITI-Ne(004669)-(PT-RU)-190224

Page 8 of 9/ Ctp. 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.
* [IpH BhINycKe JIEKAPCTBEHHOTO NpeNapaTa KOHTPOJIb Ka4ecTBa Mo nokasaTesio «MuKpoduosornieckas

YHCTOTA» NMPOBOAUTCH IJIs Kaxnoi 20-oii CEepHH, WIHN AJiA oHoOIl CEPHH B roll, B 3aBHCUMOCTH OT TOr0, YTO
HACTYINHUT paHbLIE.

API name / Haumenosanne APC: Ketorolac tromethamine / Ketoposnaka TpoMeTamMuH

INN / MHH: Ketorolac / Ketoponak

API manufacturer batch number / ABRH009670

Howmep cepus npoussoauteiss ADC:

FP Manufacturer API Batch number /

Homep cepuu cyGCTaHIIHH OPOH3BONUTES FESA00031

IJIP:

API Manufactured by & country / Dr. Reddy's Laboratories Ltd., India /
Hpoussoaurtear ADC, ctpana: H-p Pexnu'c Jiabopartopuc JITa., Unousa

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) /

HaumenoBanue, agpec, JHIECH3HS I J-p Penmu’c Jlabopatopuc JIta., Uanus, IIpoussoacTeeHHOe
IIpon3seoacTBeHHasn miomaaka / Ilnomanka noapasaeneHue-6, Bumn. Kxons, Hanarapx Poyn, bauw, Jluctpukr
KOHTpoJA KauecTBa / Ilnomagka BeImycka Conan, X.I1., 173205, Unaus (muuensus sHomep MNB/05/263)

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

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

IMpumeuanwe: [Ipoaykr cootBeTcTBYeT Tpebosanuam HJI 3axmouenne: OJJOBPEHO

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

IToarotosneno: Ramakant I[Ipoeepeno: Pardeep Kumar | Ongo6peno: Menemkep / Pykosomuress
M &]4 Amit Kumar — -

[N
Reprint Date / ' Reprint Date / Reprint Date /
Jara: 30.04.2025 Hara: 30.04.2025 Jata: 30.04.2025

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: L85195AP1984P1LC004507
www.drreddys.com



® Dr. Reddy's Laboratories Ltd.
. . -«
) ] Formulation Unit-6
Dr‘ Reddy S ‘,.. Vilt. Khol, NaIagarh_Road, Baddi,
CERTIFICATE OF ANALYSIS ~Distt- solan, .7, 16’502103'2”\'0"\
CEPTA®UKAT AHAJIM3A ¢ i +91 9616656001

www.drreddys.com

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykr: Keropoa® Dkcnpece (keroposak) TadiieTk, Ancneprapyemsie B 0010CTH pra, 10 mr -
Market / Poinok :Russia / Poccus
Batch No / . Batch Quantity / 3600000 tab /
Cepus Ne Vi OGbeM cepuH " 3600000 Tab
Analytical Repo:‘t No/ . 040002915635 Date of Analysis / . 30.04.2025
AHanuTHYecKHH oTueT No | MaTa aHa/im3a N
Date of Manufacture / - 04/2025 Date of Expiry / . 03/2027
JaTa npou3BoicTBa - T'ogen g0
Mfg. License No. / i o
IIponssoAcTBEHHAS : MNB/05/263 MA number: / : JILE-Ne(004669)-(PT-

Howmep PY RU)
JHoen3us Ne
Analysis performed according ND: / Ananu3 nposeaen no HJL: JITI-Ne(004669)-(PT-RU)-190224
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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».

3akuioueHne 0 cooTBeTcTBHH: «HacTOAIIMM s IOATBEPXKAIO, YTO NPHMBEICHHAS BBIIIE HHOYOPMAIIHS SBILETCS
JOCTOBEPHON M TOYHOM. DTa Cepys NPOAYKLHE MPOU3BeieHa (BKIIOYAsA YHMAKOBKY (MapKHUPOBKY) M KOHTPOJNb
KadecTBa) Ha BHIIICYKA3aHHOW NPOM3BOACTBCHHOM IOINaAke (IUIOIAKaX) B IIOJHOM COOTBETCTBHH C
TpeGoBarmsamE [IpaBUIT HajUTeXameld POM3BOACTBEHHON NpakTHKH EBpasufickoro skonoMu4eckoro coroza (Ne
GMP/EAEU/RU/00554-2022 ot 02 cenTsa6ps 2022) u Tpe60BaHUIMHE KOHTPOJII KAY€CTBA JIEKAPCTBCHHBIX CPEICTB,
a TaKXe B COOTBETCTBUH CO CIenH(UKAIMIMHE, CONEPKAIMUMHUCS B PETMCTPALIMOHHOM JOChe CTPaHbI-UMIIOPTEPa.
3anucH o NPOM3BOJCTBY, YIIAKOBKE M aHAIIM3Y IPOBEPEHb, X YCTAHOBIICHO HX COOTBETCTBHE TpeOoBaHMM [IpaBui
Ha/JIeXXallel IpOM3BOCTBEHHOM TPAKTUKU EBpasHiiCKOro 5JKOHOMHYECKOTO COI03a.

Remarks : The Product conforms to ND/ Conclusion : APPROVED /
ITpumeyanmue: ITpoxykr cootsercTByeT Tpebobanusam H/ 3akmoyenne: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
IlonroroeneHo: Ra akaz‘td_ IMposepeno: Pardeep Kumar | OnoGpeHo: Menemxep / PykoBonutens
Amit Kumar A

@M s — N —
Reprint Date / Reprint Date / Reprint Date/ |
Juara: 30.04.2025 Hara. 30.04.2025 Haia: 30.04.2025

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: L85195AP1984PLC004507
www.drreddys.com



