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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

Te! ; +91 98166 56001-02

CEPTH®UKAT AHAJIM3A

www.drreddys.com

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykr: Keropoa® Dkenpece (keropoak) TabjaeTku, JucneprupyemMbie B NojocT pra, 10 mr

Market / Poinok :Russia / Poccust

Batch No / . Batch Quantity / . 36,00,000 tab /

Cepus Ne 2GRS O6bem cepuu " 36,00,000 Tab

Analytical Repoﬂrt No/ . 040003396103 Date of Analysis / . 18.05.2026

AHAJHTHYECKHH 0TYeT N2 JlaTa ananusa

Date of Manufacture / . 04/2026 Date of Expiry / . 03/2008

Jara npou3BoacTBa I'osen 1o

Mfg. License No. / D -

IIponsBoacTBeHHas : MNB/05/263 H ’ : JITI-Ne(004669)-(PT-RU)
omep PY

JuneH3us Ne

Analysis performed according ND: / Ananus nposeaen no HJI: JITI-Ne(004669)-(PI'-RU)-190224
PIL version approved: / Mucrpykunus yreepxaena: 21.04.2025

Page10of11/Crp.1mn311

N . ;
Nf Test / IToxasaTenn Results / PesynbTaTsl Specification / Hopma
1 Description / Onucanue Light yellow round flat beveled Light yellow round flat beveled tablets with "|"
tablets with "[" debossed on one debossed on one side. / Kpyrisle nnockue
side. / Kpyrisle mnockue TabneTku ¢ (Gackod, CBETJIO-KENTOr0 LBETa C
TabneTku ¢ dackoif, ceeTIIO- rpaBUPOBKOM «|» Ha OIHOM CTOpOHE.
ENTOro LBETa C TPaBUPOBKOM
«l» Ha oIHOI cTOpOHE.
2 Identification / UnenTuduxauus

Ketorolac / Kemoponak

Complies / CoOTBETCTBYET

UV spectra of the test solution and ketorolac
tromethamine standard solution ‘should have
peaks at the same wavelength (£ 2 nm). / Y-
CMEKTPBI MOTIOLIEHHS UCIIBITYEMOTO PACTBOPA H
pacTBopa CTaHJapTHOro o6paslia KeTopoliaka
TPOMETAaMHHA JO/KHBl UMETh MAaKCHMyMbl NpH
OJTHOM W TOM ke JJIUHE BONHBI (+ 2 HM),

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
ITpumeuanne: [poaykr coorBercTByeT TpeboBaHusamM HJL 3akmwouenne: OJOBPEHO
Prepared by / Checked by / Checked by (AQA) / Approved by: Quality Assurance/Authorized person /
[MoaroTonen [Tposepeno: Ramakant |[[Tpddepeno (AOK): Opobpeno: ObecneueHne kauecTBa/OTBETCTBEHHOE
Chauhan (uj- Abhighek Chauhan TTHLO:

@»\/ WY

Y

Date / Date / Date / Date / (’
Jara: 18.05.2026 Hara: 18.05.2026 Jara: 18.05.2026 JNara: ﬂ A4) - 5;)'){,

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

fana, Intid  «”

Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com

CIN: L.85195AP1984PLC0O04507
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

CEPTH®UKAT AHAJIV3A

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

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykt: Ketopoa® Ixcnpece (keTopoJiak) TabJeTKH, JHCIePrUpyemMble B N0J10CTH pra, 10 Mr

Market / PoiHoK :Russia / Poccust

Batch No / ) Batch Quantity / . 36,00,000 tab /

Cepus Ne : V2601013 O0bem cepun © 36,00,000 Tab
Analytical Repourt No/ . 040003396103 Date of Analysis / . 18.05.2026
Anajuruyeckuii oTuer Ne Jlara anaausa

Date of Manufacture / - 04/2026 Date of Expiry / . 03/2028

Jarta npousBoacTea TI'ogen g0

Mfg. License No. / MA number: /

IIpousBoacTBeHHAS : MNB/05/263 e — 1 JIII-Ne(004669)-(PT'-RU)

JaneH3us Ne

Analysis performed according ND: / Auanus nposeaen no HJI: JIII-Ne(004669)-(PI'-RU)-190224
PIL version approved: / MucTpykuus yreep:xkaena: 21.04.2025

Page 2 of 11/ Crp. 2 u3 11

No
Ne

Test / Iloka3zaTennb

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 yoepXUBaHHS OCHOBHOTO IHKa Ha

XpoMaTorpamMMe  HCHBITYEMOro  pacTBOpa
JIOJDKHO COOTBETCTBOBATD BpPEMEHH
YIepKUBAHUS OCHOBHOT'0 nuKa Ha
XpomarorpaMme  pacTBopa  CTAHOAPTHOIO

o0pasua KeTopoyiaka TpomeTaMuHa (pasfen
«KonM4ecTBEHHOE ONpeNieIeHUe).

Remarks : The Product confirms to ND/
ITpumeuanue: [IpoaykT cooTBeTCTBYET TpeboBanuam HJI

Conclusion : APPROVED /
3akmwouenue: OJOBPEHO

Prepared by /

[Toarotosneno: Y, gesh

Chauhan

Checked by /

[1posepeno: Ramakant ||T1

Checked by (AQA) /
BepeHo (AOK):
ishek Claul1an

7
-~

Approved by: Quality Assurance/Authorized person /
Onobpeno: Obecneuenne kauecTpa/OTBETCTBEHHOE

JIHLO: &‘VQU}

Date /
Jara: 18.05.2026

Date /
Hara: 18.05.2026

Date /
Jlata: 18.05.2026

e U} %&5«9%

Registered Office: 8-2-337, Road No. 2, 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

Viil. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P,, 173 205, INDIA
Tel ; +91 98166 56001-02

CEPTUO®UKAT AHAJIM3A

www.drreddys.com

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Hpoaykr: Keropoa® xenpece (keTopoaak) TabaeTkH, AHCHeprupyemble B 0J0CTH pTa, 10 mr

Market / PoiHOK :Russia / Poccus

Batch No / : Batch Quantity / ~36,00,000 tab /

Cepus Ne 5 V2601013 Oo6nem cepuu © 36,00,000 Tab

Analytical Repovrt No/ - 040003396103 Date of Analysis / . 18.05.2026

AHaJuTHYECKHIH oTyeT Ne Jara ananusza

Date of Manufacture / . 04/2026 Date of Expiry / . 03/2028

JaTa mpon3BoacTBa I'ogen g0

Mfg. License No. / TR —

IIpousBoacTBeHHAs : MNB/05/263 ’ : JIII-Ne(004669)-(PT-RU)
Howmep PY

JnieHsust Ne

Analysis performed according ND: / Ananu3 nposenen mo HJI: JITI-Ne(004669)-(PT-RU)-190224
PIL version approved: / Muctpykuus yreepxxaena: 21.04.2025

Page3 of 11/ Crp.3 n3 11

Results / Pe3yabTaTnbl

Specification / Hopma

Ne Test / ITokazaTens
Ne
Butylhydroxyanisole /
Bymunzudpoxcuanuzon

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 YOEpKUBAHUA IIUKOB 2-
OyTunruapokcuaHuzoNa u 3-
OyTHIrMAPOKCHAHM30la HAa  XpOMaTorpamme
UCITLITYEMOTO pacrBopa JOJIKHBI
COOTBETCTBOBATH  BpPEMEHAM  YACP)KHUBAHHUS
nUKOB  2-OyTUITMAPOKCHMAHW30da A 3-
OyTHITMAPOKCHAHU30/Ia HAa  XpOMaTorpaMme
pacTeopa CTaHJApTHOTO obpasua
Oyrunruapoxcuanusona (pasgen «CoxepxaHue
OyTHATHAPOKCHAHU30JIA»).

Remarks : The Product confirms to ND/

Ipumeuanne: Ilponykt cooTBeTcTBYeT Tpeboranusam HJ

Conclusion : APPROVED /
3axknouenue: OJOBPEHO

Prepared by / Checked by / Chycked by (AQA) / Approved by: Quality Assurance/Authorized person /

ITonroropneHo: )(/ esh [Tposepeno: Ramakant ||[Tpdsepeno (AOK): Onodpeno: ObecneueHune xayecTra/OTBETCTBEHHOE

Chauhan / U‘&» Abhjshek Chayhan JIMLLO: gq ) Vv 9 Ab /

Date / Date / Date / Date / K <

Hara: 18.05.2026 Jara: 18.05.2026 Hara: 18.05.2026 Jlara: ‘%/0 0 r}é
Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India o /gz—

Tel: 491 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com

CIN: 185195AP1984PLC004507
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

Tel : +91 98166 56001-02

CEPTUO®UKAT AHAJIM3A

www.drreddys.com

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykt: Keropoa® Sxenpece (keroposak) TaGjerku, AHCIeprupyemMble B M0J0OCTH pTa, 10 Mr

Market / Poinok :Russia / Poccus

Batch No / - V2601013 Batch Quantity / ; 36,00,000 tab /

Cepus Ne O6bem cepun 36,00,000 Tab

Analytical Repourt No/ . 040003396103 Date of Analysis / . 18.05.2026

Anajguruyeckuii orueT Ne JlaTa ananusa

Date of Manufacture / . 04/2026 Date of Expiry / . 03/2028

JlaTa Npou3BOACTBA T'ogen xo

Mfg. License No. / MA number: /

IIpon3BoacTBeHHAsN : MNB/05/263 ) . JIII-Ne(004669)-(PI'-RU)
Howmep PY

nunensus Ne

Analysis performed according ND: / Ananu3s nposegen nmo HJI: JIII-Ne(004669)-(PT-RU)-190224
PIL version approved: / Uncrpyknus yreepkaena: 21.04.2025

Page4 of 11/ Crp. 4 n3 11
i‘«o Test / IlokasaTenb Results / PesyabTaThl Specification / Hopma
3 Average weight / Cpennss 68.4 mg/ 68,4 mr 67.2mg to 72.8mg (70.0mg + 4.0%). /
Macca Ot 67,2 Mr mo 72,8 mr (70,0 mr = 4,0 %).
18/20 tablets - not more than = 10 %;
§ " : 2/20 tablets - not more than + 20%. /
Uniformity of weight / . / —
OnHOpOIHOCTS Maccel Complies / CooTBeTcTBYET 18/20 Ttabnmetox — He Oonee + 10 %;
2/20 tabnetok — He Gontee + 20 %.
4 Disintegration time /
Pacnapaemocrsb )
00 min 20 sec / 00 mun 20 cex Not more than 3 min. / He Gojee 3 MuH.
5 Dissolution / PacrBopenue Unit-1/ Ta6a-1 99 % Not less than 75 % (Q) of CsH;3NO3+C4H;1NO;
. (ketorolac tromethamine) in 15 min. / He menee
; | . o,
Uinit2 { Tafn-2 9% | 75% (Q) CisHi3NOs*C4H|NO3 (keToponaka
Unit-3 / Ta6bn-3 100 % TpOMETaMMH) uepe3 15 MUH.
Unit-4 / Tabn-4 100 %
Unit-5 / Taba-5 102 %
Unit-6 / Tabn-6 101 %

Remarks : The Product confirms to ND/

INpumevanne: [IponykT cooTBeTcTBYET TpeboBaHusiM HJI

Conclusion : APPROVED /
3akmovenne: OJJOBPEHO

Prepared by / Checked by / Checked by (AQA) / Approved by: Quality Assurance/Authorized person /
[Moarorosneno: Yagesh ITposepeHo: Ramakant ||TTpbsepero (AOK): Onobpeno: ObecneueHue kauecTsa/OTBETCTBEHHOE
Chauhan ‘L&X JIALO: _Cl/” \,{ A M /

%4 / @»\
Date / Date / Date / W W %
Hara: 18.05.2026 Hara: 18.05.2026 Jara: 18.05.2026 IlaTa: { f‘(Qgch

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: L85195AP1984PLCO04507

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
Tel : +91 98166 56001-02

CEPTUPUKAT AHAJIM3A

www.drreddys.com

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
IpoaykT: Keropon® Jxcnpece (keropoaak) TabaeTKH, JHCNEPrHpyemMble B MOJOCTH pra, 10 Mr

Market / PpIHOK :Russia / Poccusi

Batch No / . Batch Quantity / . 36,00,000 tab /

Cepust Ne {Wab010.3 O6beM cepuu " 36,00,000 Tab

Analytical Repourt No/ . 040003396103 Date of Analysis / . 18.05.2026

AnaJuTHYecKHii oTyeT Ne HdaTta ananunsa

Date of Manufacture / - 04/2026 Date of Expiry / . 03/2028

JlaTa npoH3BO/ICTBA I'osen 1o

Mfg. License No. / MA number: /

IMpousBoacTBeHHAN : MNB/05/263 ) : JITI-Ne(004669)-(PI'-RU)
Howmep PY

aunen3us Ne

Analysis performed according ND: / Ananu3s nposeen mo H/I: JII-Ne(004669)-(PI'-RU)-190224
PIL version approved: / Uncrpykuus yrepsxaena: 21.04.2025

PageSof 11/ Crp.5u3 11

N
Noo Test / IlokasaTenn Results / PesynbTaTsl Specification / Hopma
6 Particle size distribution / Complies / CooTBETCTBYET A uniform suspension passing through a 710 um
JucnepcHocTs sieve is formed. / OG6pasyerca omHOpoaHas
CYCHEH3Ms, IPOXOMsllas CKBO3b CUTO €
pa3mepom oTBepcTHii 710 MKM.
7 Impurities / Ilpumecu

1-hydroxy analog of
ketorolac: /
l-ruppokcuaHaior

Below LOD (LOD = 0.0010 %) /
Hmxe npenena oGHapysxeHus
(TT0 = 10,0010 %)

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

KeTopoJaka
1-keto analog of ketorolac / 0.07 % not more than 0.8 %; / He 6oxee 0,8 %,;
1-KkeToaHanor KeTopoJiaka
unidentified impurity / 0.01 % not more than 0.5 %; / e 6onee 0,5 %;
eMHUYHas
HeHACHTHOUIMPOBAaHHAS
NpUMech
total impurities / 0.1 % not more than 1.0 %. / ne 6osee 1,0 %.
cyMMa npumecei
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
IIpumeuanne: [TpoaykT cooTBeTCTBYET TpeboBanusM HJT 3akmovenue: OJJOBPEHO
Prepared by / Checked by / Checked by (AQA) / Approved by: Quality Assurance/Authorized person /

IToarorossneno: Yogesh [Tposepeno: Ramakant

[MpoRepeHo (AOK):

Onobpeno: Obecnieuerre kauecTsa/OTBETCTREHHOE

Chauhan /// BUNGE
V7 Ao SN
Date / - ~ |[Date/ Date / Dae/ |} () . &
Hara: 18.05.2026 Jara: 18.05.2026 Hata: 18.05.2026 Hara: M/@é '79%

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

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P,, 173 205, INDIA
Tei : +91 98166 56001-02

CEPTUOUKAT AHAJIM3A

www.drreddys.com

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykr: Keropoa® xcnpece (keTopoaak) Tabaerku, iucneprupyemMble B nojoctu pra, 10 mr

Market / Poinok :Russia / Poccus

Batch No / - V2601013 Batch Quantity / : 36,00,000 tab /

Cepus Ne O6bem cepun 36,00,000 Tab

Analytical Repo:*t No/ - 040003396103 Date of Analysis / - 18.05.2026

AHAJTMTHYECKHI 0TYeT Ne JlaTa aHaansa

Date of Manufacture / . 04/2026 Date of Expiry / - 03/2028

JlaTa npon3BoacTBa TI'ogen oo

Mfg. License No. / MA number: /

IIpousBoACTBEHHAS : MNB/05/263 ) : JIII-Ne(004669)-(PT'-RU)
Homep PY

Jnuen3usi Ne

Analysis performed according ND: / Anaaus nposenen no H/I: JIIT-Ne(004669)-(PI'-RU)-190224
PIL version approved: / Uncrpykuus yrBepsxknaena: 21.04.2025

Page 6 of 11/ Crp. 6 u3 11

N.N'? Test / IlokasaTesn Results / PesynbTaThbl Specification / Hopma

8 Water content / 2.1% Not more than 7.0 %. /
CopepixaHue BOAbI He 6onee 7,0 %.

9 Residual solvents / OcTaTo4yHble OpraHHYecKHe PaCTBOPUTEIH
Isopropyl alcohol / 9 png/tab/ Not more than 350 pg/tab. /
Hzomnponaxon 9 MKT B Tabnetke He 6onee 350 Mkr B TabneTke.

Remarks : The Product confirms to ND/
ITpumeuanue: IlponykT cootrBeTcTRBYET TpeboBanusaM HJL

Conclusion : APPROVED /
3axmoyenne: OJJOBPEHO

Prepared by /
[Toaroroeneno: Yogesh

Checked by /
[TpoeepeHo: Ramakant

Checked by (AQA) /
osepeno (AOK):

Approved by: Quality Assurance/Authorized person /
Opno6peno: Obecneuenue kauecTBa/OTBETCTBEHHOE

Chauhan // Abhishek Chauhan JIALIO:
Date / Date / Date / Date / @W { YA
Hara: 18.05.2026 Harta: 18.05.2026 Harta: 18.05.2026 Jara: ‘/\c((@,;, "79

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tei: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984P1.CO04507

www.drreddys.com
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CERTIFICATE OF ANALYSIS

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

viil. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P.,, 173 205, INDIA
Tel: +91 98166 56001-02

CEPTUO®UKAT AHAJIM3A

wyw.drreddys.com

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykr: Ketopoa® Dxenpece (KeToposiak) TaGJeTKH, ANCHeprupyemMble B M0J10CTH pTa, 10 Mr

JauneH3ua Ne

Market / PoiHOK :Russia / Poccus

Batch No / ) Batch Quantity / . 36,00,000 tab /

Cepus Ne | Weatlula O0Bem cepuu " 36,00,000 Tab
Analytical Report No/ . 040003396103 Date of Analysis / . 18.05.2026
AunannTuyecknii oTyer Ne Jara anaju3a

Date of Manufacture / . 04/2026 Date of Expiry / . 03/2028

JlaTa npou3BoACTBA T'open o

Mfg. License No. / MA number: /

IIpousBoacTBeHHAsI : MNB/05/263 Homep PY . JIT-Ne(004669)-(PI'-RU)

Analysis performed according ND: / Anwanu3s nposeaen no HJI: JITI-Ne(004669)-(PT-RU)-190224
PIL version approved: / MucTpykuus yreepxkaesa: 21.04.2025

Page 7 of 11 / Ctp. 7 u3 11

i.? Test / ITokasaTens Results / Pe3ybTaThl Specification / Hopma
10 Microbiological purity*/ Mukpo6uoJsioruyeckasi yucrora*
Total Aerobic Microbial NA not more than 103 CFU/g; /
Count / obuiee uuciIo He 6osiee 10° KOE/T;
a3pOOHBIX MUKpPO-
OpraHu3MoB
Total Combined Yeast and NA not more than 10> CFU/g; /
mold count / o61iee yncs0 He 6osee 102 KOE/T;
JPONOKEBBIX U MJIECHEBBIX
rpuboB
Escherichia Coli NA shell be absent in 1 gram. /
OTCYTCTBUE B 1 T.
11 Uniformity of dosage units / Acceptance value (4¥) not more than 15.0
OaHOpPOAHOCTH 74 ITokazaTens npueMaemMocTH (4V) nomxeH ObITh
A03HMPOBAHHBIX €IMHHIY i ue Gonee 15,0.

Remarks : The Product confirms to ND/
Ipumeuanue: IIpoaykT cooTBeTCTBYET TpeboBaHusAM HJL

Conclusion : APPROVED /
3akmouenue: OJJOBPEHO

Prepared by / Checked by / Checked by (AQA) / Approved by: Quality Assurance/Authorized person /
[ToarorosneHo: %ogesh [Tposepero: Ramakant |[[Tposgpero (AOK): Onobpeno: ObecneueHue kauecTsa/OTBETCTBEHHOE
Chauhan / : Abhishek Chauhan JTHLLO:
/ J 4 SivHnL/

Azé vim ﬂ
Date / Date / Date / Date / W 5{1
Hara: 18.05.2026 Jara: 18.05.2026 Jlara: 18.05.2026 Hara: - A('O no )/%?

Registered Office: 8-2-337, Road No 3, Banjara Hills, Hyderabad - 500034, Telangana, India 4

Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: [ 85195AP1984PLCO04507
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
Tel : +91 98166 56001-02

CEPTUHPUKAT AHAJIM3A

wwww.drreddys.com

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Hpoayxt: Keropoa® Jxcnpece (keToposak) Ta6aeTKH, JUCIepPrupyemMble B NOJI0CTH pTa, 10 Mr

Market / Poinok :Russia / Poccus

Batch No / - V2601013 Batch Quantity / . 36,00,000 tab /

Cepus Ne * O6bem cepuu © 36,00,000 Tab

Analytical Repovrt No/ . 040003396103 Date of Analysis / . 18.05.2026

AHaJuTHYeCKHH oTder No JlaTa aHau3a

Date of Manufacture / . 04/2026 Date of Expiry / . 03/2028

JlaTa npou3BOACTBA T'oxeH 10

Mfg. License No. / MA number: /

IIpon3BoacTBeHHAs : MNB/05/263 H ) : JIII-Ne(004669)-(PT-RU)
omep PY

JuneH3us Ne

Analysis performed according ND: / Ananu3s nposeaen no HJI: JIII-Ne(004669)-(PT-RU)-190224
PIL version approved: / UucTpyxkuus yrepaxaena: 21.04.2025

Page 8 of 11/ Crp. 8 m3 11
i.:) Test / Iloxa3zaTenb Results / Pe3ynbTaThl Specification / Hopma
12 Assay / KonnyecTBeHHOe 9.6 mg/9,6 Mr From 9.0 mg to 11.0 mg of
onpeneneHue (96.5 %) CisHisNO3°C4H1NO; (ketorolac tromethamine)
(from 90.0 to 110.0 % of the label claim) per
tablet. / Ot 9,0Mr  mo 11,0 Mr
C15H13N03'C4H1 |N03 (KCTOpOHaKa
TpomeramuH) (ot 90,0 mo 110,0 % or
3asIBJICHHOTO KOJMUYECTBA) B TaOJIETKE.
13 Butylhydroxyanisole 0.0951 mg/tab / Not less than 0.042 mg/tab. /
content / CopaepxaHue 0,0951 mr B TabneTKE He menee 0,042 Mr B Tabnetke.
6y THArHAPOKCHAHHU30/1a

Remarks : The Product confirms to ND/

[Tpumeuanmne: IlpoaykT coorBercTByeT TpeboBanusam HJT

Conclusion : APPROVED /
3axnwuenne: OJOBPEHO

Prepared by / Checked by / Checked by (AQA) / Approved by: Quality Assurance/Authorized person /
IMoarororneHo: Yogesh ITposepeno: Ramakant |([Tposepetro (AOK): OnobpeHo: ObecnieueHne kauecTsa/OTBETCTBEHHOE
Chauhan / Abhishek Chauhan JIMLIO:
P .
g AL SHVAN)
Date / - Date / Date / Date / ; X y] l
JaTa: 18.05.2026 Jata: 18.05.2026 Jata: 18.05.2026 JlaTa: 30\ (Q. ’7,®

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
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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
Tei : +91 98166 56001-02

CEPTUOPUKAT AHAJIN3A

www.drreddys.com

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykr: Keropoa® Dkcnpece (keTopoJiak) Tab6JeTKH, JMCHeprupyemMble B M0JI0CTH pra, 10 Mr

Market / Poinok :Russia / Poccus

Batch No / 2 Batch Quantity / ~36,00,000 tab /

Cepusi Ne  ¥2alreL Oo6BeM cepuu " 36,00,000 Tab

Analytical Repourt No/ - 040003396103 Date of Analysis / . 18.05.2026

AHanuTHYecKH# oTyeT Ne JaTa aHa;u3a

Date of Manufacture / . 04/2026 Date of Expiry / . 03/2028

Jlata npou3BoacTea T'open go

Mifg. License No. / MA number: /

IIpousBoacTBeHHAS : MNB/05/263 ) 1 JIII-Ne(004669)-(PI'-RU)
Homep PY

Junenzusa Ne

Analysis performed according ND: / Ananu3 nposegen no HJ/I: JIII-N2(004669)-(PT-RU)-190224
PIL version approved: / UucTpyknunst yreepaxaena: 21.04,.2025

Page 9of 11/ Crp.9 u3 11

desiccant/HDPE) foil // (PE/AL)
foil. 2 blisters with patient
information leaflet in a carton
pack. / Ilo 10 TabneTok B
onucrepe uz (ITA/AJITID ¢
piaromnorsiotureneM/[12BIT)
¢doneru // (IIS/AN) doasru. Ilo
2 6nuctepa BMecTe C JIMCTKOM-
BKJIa/IbIIIIEM B nauky
KapTOHHYIO.

i.? Test / [Toka3zaTennb Results / PesysnbTaTh! Specification / Hopma
14 Package description / 10 tablets in a blister of | 10 tablets in a blister of (PA/AL/PE with
Onucaune ynakoBku (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 Gnuctepe u3
(ITA/AJVITD ¢ snaronoriotutenaeM/I19BII)
¢onpru // (IIS/AJT) ¢onsru. Mo 1 wim 2
OnucTepa BMecTe C JIUCTKOM-BKJIAABILIEM B
Na4yky KapTOHHYIO.

 * When theidrug 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 JIEKAPCTBEHHOr 0 NpenapaTa KOHTPOJIb KauecTBa No nokasartento «VMukpobuosoruyeckas
YHCTOTA» MPOBOAUTEA ANA Kaxaoi 20-0ii cepun, HJIM AN OAHOI cepuUH B rol, B 3aBUCHMOCTH OT TOI0, Y4TO

HaCTYINHT paHbLE,

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
Ipumeyanne: [ponykt coorBercTBYET TpeGoBanuaM HJI 3akawuenne: OJJOBPEHO
Prepared by / Checked by / Checked by (AQA) / Approved by: Quality Assurance/Authorized person /
[Tonrorosieno: Yegesh [Tposepeno: Ramakant |[[Tpofepero (AOK): Onobpeno: Obecnieuenue kauecTBa/OTBETCTBEHHOE
Chauhan ‘,U(i‘ Abhighek Chauhan JIMIO;

- SUINVAR |

e [}

Date / Date / Date / Date / QW ( %
Hata: 18.05.2026 Jarta: 18.05.2026 Jara: 18.05.2026 JHara: m J

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

Tel : +91 98166 56001-02

www.drreddys.com

CEPTUDUKAT AHAJIN3A
Product : Ketorol Expr;ss (ketorolac) Orally Disintegrating Tablets 10 mg )
ITpoaykt: Ketopoa® Jkcnpece (KeTopoJiak) TAGJIETKH, JHCIEPrUPYEMbie B MOJIOCTH pTa, 10 Mr
Market / Poinok :Russia / Poccus
Batch No / . Batch Quantity / . 36,00,000 tab /
Cepusi Ne § V2e0l015 O6bem cepuu " 36,00,000 Tab
Analytical Repourt No/ - 040003396103 Date of Analysis / - 18.05.2026
AHanuTH4ecKuii oTuer Ne Jara ananuza
Date of Manufacture / - 04/2026 Date of Expiry / . 03/2008
Jara npousBoacTBa Togen go B
Mfg. License No. / .
IponseoncTBenHas : MNB/05/263 MA nomber: /  JII-Ne(004669)-(PT-RU)

Homep PY

JuneHzus Ne
Analysis performed according ND: / Anasus nposegen no HJI: JIII-N2(004669)-(PT-RU)-190224
PIL version approved: / MucTpyknus yreepxaena: 21.04.2025

Page 10 of 11/ Crp. 10 m3 11

API name / Haumenopanue AD®C:

Ketorolac tromethamine / Ketoponaka tpoMeTaMuH

INN / MHH:

Ketorolac / Ketoponax

API manufacturer batch number /
Homep cepun npouspoaurtesisi ADPC:

ABSH006295

FP Manufacturer API Batch number /
Homep cepnn cyGcTaHIMH NPOH3BOAHTEIA
TJ®P:;

FESA00537

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

Dr. Reddy's Laboratories Ltd., India /
J-p Peanu'c JlaGoparopuc JIta., Muaus

Name, address, authorization No for kP
manufacturing site / Control site / Release
site /

HaumenoBaHne, agpec, JTHLEH3US 1151
IIpouzpoacreenHan miaomaaka / Ilnomanka
KOHTpoJs KauecTBa / Ilnomaaka Beinycka

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

I-p Pennwn’c Jlaboparopuc JIta., Unnus, IponzsoacTreHHoe
noapasaeneHue-6, Bust. Kxons, Hanarapx Poyn, bammu, Tuctpukr
Conan, X.I1., 173205, MUnnus (nuuensus Homep MNB/05/263)

3

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

product has been manufactured, including packa
full compliance with the GMP requirements of

ging/labeling and quality control at the above mentioned site(s) in
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/

IMpumeuanue: [poaykt cooTBeTcTBYET TpeboBanmsam HJJ

Conclusion : APPROVED /
3axnwyenne: OJOBPEHO

Prepared by / Checked by / ChecRed by (AQA)/ Approved by: Quality Assurance/Authorized person /
[Toaroroeneno: Yogesh [IpoeepeHo: Ramakant [|[Tposepeno (AOK): Onodpeno: Obecneyenue kauectra/OTBETCTBEHHOE
Chauhan / ' “\lj, MLO:

/’ 7 @“\ - SHIVAN]

g , s
Date / Date / Date / Date / k\l_)/ﬂ ({175 vz (
Hara: 18.05.2026 Hara: 18.05.2026 Jlata: 18.05.2026 Jata: J/,/'\OT /")9

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

Tel: +91 40 4900 2900,
C

Fax: +91 40 4900 2999, Email: mail@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

CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHAJIM3A  “/WW.drreddys.com
Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mé
Ipoaykr: Keropoa® Jxcnpece (keropoJiak) TaGIeTKu, JuCIeprupyemMbie B HOJIOCTH pTa, 10 mr
Market / PoiHok :Russia / Poccus
Batch No / . Batch Quantity / - 36,00,000 tab /
Cepus Ne k V2601013 O6BemM cepun " 36,00,000 Tab
Analytical Repourt No/ - 040003396103 Date of Analysis / - 18.05.2026
AHanuTH4yecKHi oTueTt Ne JlaTa anajguza
Date of Manufacture / . 04/2026 Date of Expiry / . 03/2028
JlaTa mpoussoacTea I'ogen no
Mfg. License No. / WA minibes: /
IIpousBoacTBeHHAN : MNB/05/263 : : JITI-Ne(004669)-(PI'-RU)

Homep PY

JuueH3us Ne
Analysis performed according ND: / Ananus nposenen mo H/I: JIII-Ne(004669)-(PT'-RU)-190224
PIL version approved: / HucTpykuus yreepxkaena: 21.04.2025

Page 11 of 11/ Ctp. 11 m3 11

3akniouenne o cooTBeTcTBHM: «HacTodmym s OATBEPXKAA0, YTO IpUBEICHHAs BbIIIC HHGOPMAIIUS SIBIISIETCS
IOCTOBEpHOH M TOYHOH. OTa cepus IPOXYKLUMHU IPOU3BeicHa (BKIIOYas YIAKOBKY (MapKHPOBKY) W KOHTpPOJIb
KayecTBa) Ha BBIIIEYKAa3aHHOM NPOM3BOJACTBEHHON INomajaKke (IUIOAAKax) B IOJNHOM COOTBETCTBHUU C
TpeboBanusaMu llpaBun Hajyiexaiied NPOM3BOJICTBEHHOM IPAKTHKH LEBpasuiicKoro 3KOHOMHYECKOTO €OI03a U
TpeOOBaHUSIMHU KOHTPOJISI KauecTBa JIEKAPCTBEHHBIX CPEJACTB, & TAKXKE B COOTBETCTBUH CO CIENH(PHUKAIUIMH,
COJZICP KaIIMUCS B PETHCTPAIIMOHHOM JIOChE CTpaHBI-UMIIOpTEPa. 3alIMCH 110 IIPOU3BOJCTBY, YIIAaKOBKE M aHATU3Y
IIPOBEPEHBL, U YCTAHOBJIEHO MX COOTBETCTBHE TpeOoBaHUAM [lpaBuil Hajiexameldl Nporu3BOJCTBEHHOMN PaKTUKH

EBpaSHﬁCKOFO OKOHOMHYCCKOI'0 COI03an».

Remarks : The Product confirms to ND/
Hpumeuanue: [IpomyxT cooTBeTcTBYET TpeboBaHUAM HJI

Conclusion : APPROVED /
3axmovenue: OJJOBPEHO

Prepared by / Checked by /  |[Chacked by (AQA)/ Approved by: Quality Assurance/Authorized person /
IonroTosneno: Yggesh [Mposepeno: Ramakant ||[Tpopepeno (AOK): OnobpeHo: Obecneuenre kauecTsa/OTBETCTBEHHOE
Chauhan NHLO: :
sy SYIvAA/
/ / -
Date / Date / Date / Date / [ r\:)t/‘-//"(tofx 46
Jara: 18.05.2026 Hara: 18.05.2026 Hara: 18.05.2026 Jara: ‘ '\01 r)Oﬁ)
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