Dr. Reddy's Laboratories Ltd.
Forrmulation Unit-6
vill. Khot, Nalagarh Road, Baddi,
Distt. Solan, H.P, 173 205, INDIA
CERTIFICATE OF ANALYSIS = v, 401 98166 56001-02
CEPTUOHUKAT AHAJTH3A AHAJIN3A veww.drreddys.com

=Y ?%

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

Ipoavkr: Ketopon® Dxcnpece (xeroponak) Tabaerku, fUcneprupyemble B nonocru pra, 10 mr

Market / Prinox Russia / Poccus

Batch No / . Batch Quantity / _36,00,000 tab/

Cepusn Ne + V2502495 Qbnem cepun ~36,00,000 7ab

Amnalytical Repo:'t No/ « 040003242563 Date of Analysis / . 9012.2025

AHaxpruyeckaii oTyer Ne Hara apannsa

Date of Manufacture / - 12/2025 Dgte of Expiry / < 11/2027

Jara npomasoicrea Tones ao

Mfg. License No./ MA number: /

ITpoussopcreentan : MNB/05/263 ’ : JII-Ne(004669)-(PT-RU)
Homep PY -

nanensnx Ne

Analysis performed according ND: / Auanus nposener no H)I: JITT-Ne(004669)-(PT-RU)-190224

PIL version approved: / Hucrpykuns viBepxkaena: 21.04,2025

Page 6 of 11/ Cop. 6 13 11
I;.f Test / Hokasarenn Results / PesyanTaThl Specification / Hopma
8 Water content / 22% Not more than 7.0 %. /
Conepxanue 8BOAbI He 6onee 7,0 %.
9 Residual solvents / OcraTounbie Opra|iuyeckKue pacTBEPHTEIH

Isopropy! alcohol / 8 ugtab/ Not more than 350 pp/tab. /

Hsonposaxon 8 Mkr B rafineTke He Boxee 350 mxr B TaBnerxe,
Remarks : The Product confirms to ND/ Conclusion : APPROVED / ‘
Mpumevanne: [IponykT cooTReTCTBYET TpeGoBanuam H 3axmwouenne;: QHOBPEHCG
Prepared by / Checked by./ "~ |IChecked by (AQA) / {|Approved by: Quality Assurance/Authorized person /
Hoarorosneno: Pravesh [posepero: Pardeep  [|TIposepenc (AOK): ||Onobpeno: Obecneuenne kauecTra/OTBETCTBEHHOE :
Rana Kumar . Amit Kumar JHIO:

A

Date / Date / Date / Date / LIRS % e -
Hara: 29.12.2025 Hara: 29.12,2025 Hata: 29.12.2025  ||Hara:

Registered Ofilce: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4300 2500, Fax: 491 40 4900 2959, Email: mail@drreddys.com
CiN: LB5195AP1984PLCODSS07
www.drreddys.com




CERTIFICATE OF ANALYSIS

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

yili. Khol, Naiagarh Road, Baddi,
Distt. Salan, H.P., 173 205, INDIA

CEPTUOHEAT AHAJINIA

Tel: +01 281686 56001-02
www.drreddys.com

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Hpoaykr: Keropon® Ixenpece (keropoiak) TablieTky, JHCeprEpyeMbie B Toa0cTH pra, 10 Mr
Market / Prinox :Russia / Pocens .
Batch No / . | Batch Quantity / _ 36,00,000 tab /
Cepua Ne P V2502495 Ob6bem cepun " 36,00,000 Tab
Analytical Repoj’t No / - 040003242563 Date of Analysis / . 99.12.2025
 ABanprTuYeckKnii oryer Ne Jjlara apanusa
Date of Manufacture / . 12/2025 Date of Expiry / . 11/2027
Jara npoR3IBGACTBA Toxen po
Mifg, License No. / MA number: /
IlpoxsBoncTBEeEHAR : MNB/05/263 ! o JII-Ne(004669)-(PT-RU)
Homep PY
Jgnnedinsg Ne
-Analysis performed according ND: / Ananns uposegen no HJL: JITE-Ne(004669)-(PT-RU)-190224
PIL version approved: / HECTpYKIUSA yTRepKACHA: 21.04.2025

Page 7 of 11/ Crp. 7 mi3 11

i.f Test / Hokazarens Results / PesyabTarel Specification / Hopma
11 Microbiclogical purity*/ MuxpoGuoioryyeckas uucrora™
Total Aerobic Microbial NA not more than 10° CFU/g; /
Count/ obutee uucno ue Gonee 103 KOE/;
a3pobHEIX MEKPO-
OpraHHIMOB
Total Combined Yeast and NA not more than 10° CFU/g; /
mold count / o6mee uucno ne Gonee 10° KOEM;
LPOROKEBbIX 1 IUTECHERbIX
rpudos
Escherichia Coli NA shell be absent in | gram. /
OTCYTCTBHEB I T.
11 Uniformity of dosage units / Acceptance value (4AF) not more than 15.0
OzunoponsocTe 34 INokasarens npuemaemoctH (4F) Aosnker OpITh
HO3HPOBAHHLIX CXNHIL ’ ae Gones 15,0.

Remarks - The Product confirms to ND/ B Conclusion : APPROVED /

Flpumenanne: [IpogykT cooTBeTCTBYET TpeboRanuaM HIE Zarwmouenne: OJOBPEHO

Prepared by / Chiecked by / 1|Checked by (AQA)/ ] Approved by: Quality Assurance/Authorized person /
MoxroTorneno: Pravesh » ||fIposepeno: Pardeep  [|[Iposepeno (AOK): [{Omo6peno: Obecneuerue kauectsa/OTBETCTBEHHOR
Rina y/ Kuniar Amit Kumar . NBLHO; g)

Date/ Daté / {|Date / Date / Dg-43 creid”

Mata: 29.12.2025 Jara: 29.12.2025 Tlara; 29.12.20253 Hara:

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

Tel: +31 40 4900 2900, Fax: +91 40 4900 2993, Email: mail@drrecdys.com
CIN: LB5195AP1984PLCD04S0T
www.drreddys.com




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 98156 56001-02

CEPTUDHKAT AHAJHM3A

www.drreddys.coin

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
TIpoxvkr: Keropon® Akcmpece (keTopoaak) TabileTkH, AHCNEPrHpYemMbie B NOJOCTH pTa, 10 Mr

Market / Pror :Russia / Poccus

Batch No / . Batch Quantity / _36,00,000 tab/

Cepua Ne : V2302495 Obrnem cepun *36,00,000 Tab

Analytical Report No/ . 040003242563 Date of Analysis / . 99.12.2025

AuamuTHHecKRit oTyer No Jara ananma

Date of Manufacture / - 12/2025 Date of Expiry/ - 11/2027

Jara npoM3BOJCTRA Fonen no

Mifg. License No. / MA number: /

HlponzsopcTRennar : MNB/(5/263 moer: + JIE-Ne(004669)-(PT-RU)
Homep PY -

JAHen3ns Ne

Analysis performed according ND: / Ananrs nposenex no HJE: JIH-Ne(004669)-(PT-RU)-190224
PIL. version approved: / Hacrpykunas vreepsnena: 21.04.2025

Page 8 of 11/ Crp. 8 w3 11

I;f Test / [Tokazares Results / PezymsTaTh! Specification / Hopma
12 Assay / KosuecTeeHHOE 10.0mg/ 10.0 Mr From 9.0mg o i1.0mg of
onpepesenue (1604 %) CisHaNOsCiH 1 iNO; (ketorolac tromethamine)
(from 90.0 to 110.0 % of the label claim) per
tablet. / Or 9.0 Mr Ho 11,0mr
CrsHiaNQ3CaH s NG; (xeroponaxa
tpoMeramuH) (or 90,0 no 110,0 % ot
JaABNEHHOIO KONHIECTRA) B TAdneTKe,
13 Butyhhydroxyanisele 0.0934 mg/tab / Not less than 0.042 mg/tab. /
content / Coagepxanue 0.0934 mr B Tabnerke He menee 0,042 mr B tablierke.
GYTHArMAPOKCHAHN30/14

Remarks : The Product confirms to ND/

Hpumeuanue: Hpoxykr cooreTcTBYeT Tpebosanism HIL

Conclusion : APPROVED /
Jarnouenne: OROBPEHO

Prepared by / ,Chec‘:kedw.by 4 Checked by (AQA) / ||Approved by: Quality Assurance/Authorized person7
Tonrorosneno: Pravesh ,~ ||[Ipopepéno: Pardetp  ||[Iposepenc (AOK): [|Onobpeno: Obecnenenne xauecTea/OTECTCTREHHOR
Rana o7 [[Kumar Amit Kumar RO Q
o Al
o 54;"-7# /\P /‘ A J_,;,/
—

Date / Date / Date / Date / 0940 }.2 {')%/
Nata; 29.12.2025 Hara: 29.12.2025 Jara: 29.12.2025 Hara:

Registered Office: 8-2-337, Road Nao. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +51 40 4500 2900, Fax: +91 40 45C0 2599, Email: maii@drraddys.com

CiN: L85195AP1984PLC 004507
www,drreddys.cam
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Dr. Reddy's Laboratories Ltd.
Formulation Unit-6

vill. Khol, Nalagarh Road, Baddi,
Distt. Sclan, H.P, 173 205, INDIA

CERTIFICATE OF ANALYSIS 1.1. 01 o9166 56001-07

CEPTHOUKAT AHAJIA3A

www.drreddys.com

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

Hpopyxr: Keropoa® Ixcnpece (keroposax) TabiaeTkn, AHCHeprEpyeMble B osocT pra, 10 mr
Market / Puisox :Russia / Poccus
Batch No / . Batch Quantity / . 36,00,000 tab/
Cepust Ne » V2302495 O6neM cepun ©36,00,000 Tab
Analytical Repourt No/ . 040003242563 Date of Analysis / © 95129025
AnagnTHHecknii orger No Jlara apaania
Date of Manufacture / . 12/2025 Date of Expiry / . 11/2027
Jara nponseogcrBa Toner o
Mifg. License No./ MA number: /
IpoussogcTRennas : MNB/05/263 u ' ; JEI-Ne(004669)-(PT-RU)

Homep PY

| Annensus Ne
Analysis performed according ND: / Auannz nposezen no HJI: JII-Ne(004669)-(PI-RU}-190224

_PIL version approved: / Hucrpyknus yreepiiena: 21.04.2025

Page 9 of 11/ Crp. Y ma 11

No
Ne

Test / IoxazaTens

Results / PesyastaTh

Specification / Hopma

14 Package description /
Onucanue yNAKOBKH

10 tablets in a blister of
(PA/AL/PE with
desiccant/HDPE) foil // {(PE/AL)
foil. 2 blisters with patient
information leaflet in a carton
pack. / [lo 10 rabnerox =
Gnucrepe w3 {ITA/ATUIID ¢
pnaronornorurenem/TI2BIT)
thoneru [/ (XIHAJ) doneria. 1o
2 Gancrepa BMECTE ¢ JIHCTKOM-
BXNEALIIIEM B nayKy
KapTOHHYIO.

10 tablets in a blister of (PA/AL/PE with
desiccant/HDPE) foil /7 (PE/AL) foil. 1 or 2
blisters with patient information leaflet in a
carton pack. / Ilo 10 Tabnerox B GnucTepe m3
([HA/AJUTIZ ¢ sraronornoTHTenem/I1DBIY)
domery // (I13/AJT) donern. Ilo 1 mru 2
GoMcTepa BMECTE © JIHCTKOM-BKAZbliieM B
Ha4dky KapTOHHYIO,

* 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.
* Ilpn BBITYCKE NEKAPCTBEHHOI0 HPENADATA KOHTPOJIE K@4YeCTRE NO NOKA3ATEN ((MHKPO&HGJ‘IOW‘!ECK‘&FE
YRCTOTAY HPOBORUTCA A% KamuoH 200l cepun, niy a5 ogHoil Cepuy B roj, B 3ABMCHEMOCTH OT TOTO, UTO
HUACTYRHT DUHLLIC,

Remarks : The Product confirms to ND/
Mpumeyanue: IposyxT cooTReTCTRYET TpeGoranuam HT

Conclusion : APPROVED /
Jaxmwuenne: OJOBPEHO

i Prepared by /

Rana

Hourdroeneno: Pravesh .+

Ak

Checleed by /

Checked by (QQAJ /|| Approved by: Quality Assurance/Authorized person /
Hponepeno: Pardeep  ||FIposepenio {AOK): lOaobpero: Obecneuenue KauecTBa/OTBETCTBEHHOE
i At Kiriar Hamine: -

N
N
/\f,

Drate f
Mara: 29.12.2025

TiDate

Havai 29.12.2025

Date / {|Date /
Hara: 29.12.2025 Hara:

DG 2cb2g” ||

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, tndia
“Tel: +91 40 4900 2900, Fax: +51 40 4800 2999, Email: mail@drraddys.com

CiN: L85135AP1584PLC004507
www.drreddys.com

H




CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories Lid.

Formulation Unit-6
Vil Khel, Nalagarh Road, Baddi,
Distt. Solan, H.P,, 173 205, INDIA

Tel : +91 98166 56001-02

CEPTHOPHKAT AHAJIM3A .y drreddys.com
Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Tpoayrr: Keropoa® 3xcnpece (keroposak) tabierku, fucneprupyemMbie B NOJOCTH pra, 10 Mr
Market / Prnox :Russia / Poccus
Batch No / ] Batch Quantity / 36,00,000tab/
Cepusn Ne : V2502495 O¢rem cepus " 36,00,000 Tab
Analytical Repo:'t No/ . 040003242563 Date of Analysis / . 99.12.2025
Anaxuraseckuii oraer Ko Jara anainza
Date of Mapufacture / . 12/2025 Date of Expiry / . 11/2027
| fara mpomiBoacTBE Topen n1o
Mfg. License No./ MA number: /
Iponssosgcreennas : MNB/05/263 H ' 1 JIE-Ne(004669)-(PT-RU)
omep PY
SHnensHs Ne
Analysis performed according ND: / Auanus nposenen no HII;: JIT-Ne(004669)-(PT-RU}-190224
 PIL version approved: / Hucrpykuss yreepxnena: 21.04,2025

Page 10 of 11/ Crp. 10 13 11

Ketorolac tromethamine / Keroponaxa TpoMeTaMHH

Homep cepus cyGecraHNBH NPOR3BOARTERS
TJa®:

API name / Hanmenosanue ADC:
INN/MHH: Ketorolac / Keroponak
API manufacturer batch number / ABSHO01605
Homep cepun nponzpoguTens AQC:
FP Manufacturer API Batch number /

FESA00218

API Manufactured by & country /
Hpouzsopurens A®C, crpana:

Dr. Reddy's Laboratories Ltd., India /
J-p Pejuaw'e JTaboparopuc fta., Muaus

Name, address, authorization Nofor FP
manufacturing site / Control site / Release
site /

HaumenosanHe, agpec, THOCHIAN JJst
Hporzeoncraennan naomanka / Ilnomanxa

Dr. Reddy's Laboratories Ltd., India, Formulation Unit-6, Vill. Khol,
Nalagarh Road, Baddi, Distt. Solan (HP) 173205, India (license No
MNB/05/263) /

Ji-p Penpu’c Jlaboparopuc Jlta., Maans, [lpoussonctsennoe
nonpaspenenve-6, Bumn, Kxons, Hanarapx Poya, banar, JHerpukr
Conan, X.I1., 173205, Huaua (mauensua Homep MINB/05/263)

KoHTpoas Kavecrna / Ilnomaaka Beiycka

Declaration of certification: «I hereby certify that the above information is authentic and accurate, This hatch of
product has been manufactured, including packaging/labeling and quality contro! at the above mentioned site(s) in
full compliance with the GMP requirements of the Eurasian Economic Union 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».

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
Hpumeganne: [Tponykr coorBercrsyeT Tpebosanmam HJ[ Zawmovenne: OJJOEPEHO
Prepared by / " [IChecked by / HChecked,by.(AQA) /- 1| Approved by: Quality Assurance/Authorized person / i
[Tonrorosneno: Pravesh IIposepeno: Pardeep {lporepeso (AOK): {|Onobpeno: Ofecneyenne xavecTBa/OTREICTBSHHOE
Rana j/ Kumar Amit Kumar 110 ﬁj
2 A" 43
Date/ Date / Date / Date / DGty ppae”
Hara: 26,12.2025 Hara: 29.12,2025 Hara: 29.12.2025 Tlara:

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, ndia
Tei: +91 40 49G0 2900, Fax: +91 40 4200 2399, Email: mail@drraddys.com
CIN: LB5195AP1984PLCO04507

www.drreddys.com




Dr. Reddy's Laboratories itd.
Farmulation Unit-6
Vill. Khol, Nalagarh Road, Baddi,
. Distt. Solan, H.P, 173 205, INDIA
CEPTHOHUKAT AHAJIM3A www.drreddys.com

Or.Reddy’s

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Hponykr: Keropoa® Fxcnpece (xeroponak) TabIeTKA, ANCHEPIRYEMLIC B IOJOCTH PTA, 10 mr
Market / Puisok :Russia / Poccus

Batch No / . Batch Quantity / 36,000,000 tab /
Cepns Ne V2502495 ObneM cepun " 36,00,000 1ab
Analytical Repourt No/ - 040003242563 Date of Analysis/ . 20.12.2025
ApajgrTR4eciuii oryer No Jara arannsa

Date of Manufacture / 1272025 Date of Expiry / . 112027

Jdara npomigoacrea Yopeu go

Mifg, License No./ MA number: /

Hponspoacreentasn - MNB/05/263 * . JII-Ne(004669)-(PT-RU)

Homep PY

Jragensuy Ne

Analysis performed according ND: / Axanns npoeesen no HJI: JHI-Ne(004669)-(PT-RU)-190224

PIL version approved: / Mucrpykuns yrsepaaena: 21.04.2025

Page 11 0f 11/ Crp. 11 m3 i1
3akoueHHe 0 cooTBeTeTBHH: «HacTodmuM g NOATBEPKIAKD, 9TO NPUBEHCHAAS BLINE MHPOPMALHS ABILICTCS
NOCTOBEPHOH ¥ TOYHOR. DTa CepHA NPORYKUHH Npou3BeeHa (BKIIOYAS YNAKOBKY (MapKupOBKY) M KOHTPOJb
KaJecTBa) Ha BHINEYKa3aHHOH NpOH3BOACTBEHHOH nnomazke (INOAJKAX) B TOJHOM COOTRETCTBHH ©
Tpebopanuamu [lpasun Hagzexanel! NpOH3BOACTBEHHOH npaxTviky ERpasuiickoro 5K0HOMHYECKOIO €0103a H
TpeOOBaHMAMM KOHTPONS KadyecTBa JIEKAPCTBEHHBIX CPEJACTR, & TAKXKEC B COOTBEICTBHH CO CIELU(DHKAIIHAMHE,
COJIEPXKAIMHMHCS B PETHCTPAMOHHOM JOChE CTPAaHBI-MMIIOPTEPA. JAIIMCH II0 IIPOK3BOJCTBY, YIIAKOBKE H aHAIH3Y
IIPOBEPEHR], ¥ YCTAHOBNEHO MX COOTBeTCTBHE TpebopanmaM [Ipapun HagnexameH NpOH3BOACTBCHHOM NPaKTHKR
EppasniicKoro SKOHOMHYECKOID COXO3a»,

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
flpumeqanne: Hpoaykr cooTsercTRYET TpeboBamnam HL 3aknwyenue: ONOEPEHO
Prepared by / ||Checked by ¢ Checked by (AQA}/ ||Approved by: Quality Assurance/Authorized person /
Mozroroenexo: Pravesh . ||[[Iposepero: Pardecp HPQFQPQBO;(AQK): Onobpeno: OGecneuenue KadecTea/OTRETCTBEHHOE
Rana f Kumar Amit Kumar N P
o § e, £
# ¥ .
Date / Date/ _ Date / Date / NG 12-Past”
Hara: 20.12.2025 Nata; 29.12.2025 Jlara: 29.12.2025 Tlara:

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hydersbad - 500034, Telangang, Indis
Tel: +91 40 4900 2900, Fax: +&1 40 4300 2399, Email: meil@drreddys.com
CIN: LRS195AP1984PLCO04507
www.direddys.com




