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

CEPTUDPUKAT AHAJIM3A

Tel : +91 98166 56001-02

www drreddys com

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoayxr: Keropon® Dxenpece (keropo.iak) TabieTKH, JUCIEPrapyeMble B oJ10cTH pra, 10 Mr

Market / Poinok :Russia / Poccus

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

Cepusa Ne : V2600753 O6bem cepun © 36,00,000 Tab

Sl UEE MRy 00 ¢ © 040003360539 Date-gf Analysis / : 13.04.2026

AunaauTudeckuii oryer Ne JaTta ananusa

Date of Manufacture / - 03/2026 Date of Expiry / . 02/2028

JlaTa npou3BoACTBA I'onen g0

Mfg. License No. / MA fumiber /

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

JnueHzust Ne

Analysis performed according ND: / Ananun3 nposeaen no H/I: JIII-Ne(004669)-(PT'-RU)-190224
PIL version approved: / MUacTpyknus yreepxaena: 21.04.2025

Page1of11/Crp.1u3 11

N . .
.N’:) Test / IToxazaTenn Results / PesyabTaThl 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. / Kpyrable mnnockue
side. / Kpyrnsie nnockue TabneTku ¢ hackoi, CBETIO-KEJITOrO MBETA C
TabJeTky ¢ Gackoil, cBeTIIO- TpaBUPOBKOH «I» Ha OJ{HOU cTOpOHE.
XEJITOro 1[BeTa C TPaBUPOBKO
«» Ha OJJHOU CTOpOHE.

2 Identification / UaenTuduxauus

Ketorolac / Kemoponax

Complies / CooTBETCTBYET

UV spectra of the test solution and ketorolac
tromethamine standard solution should have
peaks at the same wavelength (= 2 nm). / Y®-
CIIEKTPBI MOIJIOLIEHHS HCNIBITYEMOTO pacTBopa
pacTBopa CTaHAapTHOro oOpasla KeTopoJjaka
TpoOMeTaMUHa [0JDKHBL MMETh MaKCUMYMBbI PH
OHOU U TOH Xe AJIMHE BOJHLI (£ 2 HM).

Remarks : The Product confirms to ND/

IMpumeuanue: [IpoayxT cooTBeTCTBYET TpeboBaHuaM HJJ

Conclusion : APPROVED/
3akmwoueniie: OJIOBPEHO

Prepared by /
[MonroTosneHo: Aniket

Thakur /0/

Checked by /
[Mposepeno:Pravesh

Rana
4

Checked by (AQA) /
[Mpoeepeno (AOK):
Amit Kumar

A

Approved by: Quality Assurance/Authorized person /
Onobpeno: Odecneuenne kauecrsa/OTBETCTBEHHOE

Lot ) £ | CQM,? s

s

Date /
JHara: 13.04.2026

Date /
JlaTa: 13.04.2026

Date /
Jlara: 13.04.2026

A
Date / [ 5//7/0

Jlara:

Registered Office: 8-2-337, Road No. 3, Banjars Hiils, 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

CEPTUOUKAT AHAJIU3A

Tel : +91 98166 56001-02

www. drreddys.com

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
IpoaykT: Keropoua® Ixcnpece (keToposak) TabJeTKH, AHCIHeprHpyeMble B IOJOCTH pra, 10 mr

Juueu3us Ne

Market / PoiHOK :Russia / Poccus
Batch No / ) Batch Quantity / ~36,00,000 tab /
Cepus Ne + V2600755 O0bem cepun " 36,00,000 Tab
Aalyueal Beport Mo/ - 040003360539 Dae of Analysis ¢ © 13.04.2026
AnanuTuyeckuii oTuer No Jara ananuza
Date of Manufacture / . 03/2026 Date of Expiry / . 02/2028
JlaTa npou3BoaCTBA I'ogen mo
Mfg. License No. /

) MA number: / . .
ITponsBoacTBeHHAN : MNB/05/263 Howmep PY : JII-Ne(004669)-(PI'-RU)

Analysis performed according ND: / Ananu3 nposegen mo HJ/I: JITI-Ne(004669)-(PT'-RU)-190224
PIL version approved: / UHcTpykuus yreep:xkaena: 21.04.2025

Page 2 of 11/ Crp. 2 n3 11

No

Test / [Toka3zaTenn
Ne

Results / Pe3yabTaThl

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 Kketorolac
tromethamine standard solution (Assay section).
/ BpeMms yaep>KMBaHHS OCHOBHOIO MHMKa Ha

Xpomarorpamme HCIBITYEMOTO  pacTBOpa
JIOJKHO COOTBETCTBOBATh BpPEeMEHH
yIAEp)KUBAHUSA OCHOBHOI'O nuKa Ha
XpoMaTorpaMme  pacTtBopa  CTaHAApPTHOTO

obpaslla KeToponaka TpOMeTaMHHa (pasaen
«KonuiecTBeHHOE OTMpeETICHHEY).

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
IIpumeyanue: Ilpoaykt cooTBeTCTBYET Tpeboranusm HJL 3akmouenne: OJOBPEHO
Prepared by / Checked by / Checked by (AQA) / [|Approved by: Quality Assurance/Authorized person /
[Moarorosneno: Aniket [Mposepeno:Pravesh [Tposepeno (AOK): ||Onobpeng. Obecnevenne K.a‘iECTBa/OTBeTCTBEHHOE
Thakur Rana / Amit Kumar TTHLO: 4 |coarinn
-
A
il e (2. 10)
Date / Date / Date / Date / V] 'ﬁ,z'//o v L
Harta: 13.04.2026 Hara: 13.04.2026 Jara: 13.04.2026 Hara: \ ~ oY

Registered Office: 8-2-337, Road Mo. 3, Banjara Hiiis, Hyderabad - 500034, Telanigana, 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, Badd;,

CERTIFICATE OF ANALYSIS 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
Ipoaykr: Keropon® Dxenpecc (keroposiak) TabIETKH, JHCHEPrHpPYeMble B MOJOCTH pra, 10 Mr

Market / PoiHOK :Russia / Poccus

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

Cepus Ne V0T O6LeM cepun " 36,00,000 Tab

Analytical Repo:‘t No/ - 040003360539 Date of Analysis / . 13.04.2026

AHanuTHYeCKHH oTyeT No JaTa ananusza

Date of Manufacture / - 03/2026 Date of Expiry / . 02/2028

JlaTa mponszBoacTBa T'ogen go

Mfg. License No. / MA number: /

Ilpon3BoacTBEeHHAN : MNB/05/263 ) . JIII-Ne(004669)-(PT-RU)
Howmep PY

JuneH3us Ne

Analysis performed according ND: / Auajus nposeaen no HJ/I: JITI-N2(004669)-(PT'-RU)-190224
PIL version approved: / UucTpykuuns yreep:aena: 21.04.2025

Page3 of 11/ Crp.3 u3 11

No
No

Test / [Tokazareanb

Results / PesyabTaThbl

Specification / Hopma

Butylhydroxyanisole /
Bymunzuopoxcuanuzon

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 YOEPXKMBaHUS TIUKOB 2-
OyTUArHIpoOKCUAHHU30MA u 3-
OyTUNrUAPOKCHAHH30JIa Ha  XpOMarorpaMmme
HCTIBLITYEMOTO pacTBOpa JIOJI)KHBI
COOTBETCTBOBaTH  BpeMeHaM  YAEPKUBAHUS
NUKOB  2-OyTHArMOpOKCHAaHM3ONA M 3-
OyTHATMAPOKCHAHM30/1a HAa  XpOMAarorpamme
pacTBopa CTaHJApPTHOT'O obpasua
Oyrmiruapokcuanuszona (pasgen «ConepixaHue
OYTUITHIPOKCUAHHU30JIaY).

Remarks : The Product confirms to ND/

IMpumeuanue: ITpogykt coorBeTcTBYET TpeOoBaHusIM HJT

Conclusion : APPROVED /
3akmwouenune: OJOBPEHO

)

Prepared by / Checked by / Checked by (AQA) / [|Approved by: Quality Assurance/Authorized person /
[Toarorosneno: Aniket [posepeno:Pravesh [posepeno (AOK):  (|Onobpeno: Obecneuetue kadgcTBa/OTBETCTBEHHOE
Thakur Rana J Amit Kumar JIALO: ) 4 lcosny
{ "
2 —
. !
Date / Date / Date / Date / ‘
Hara: 13.04.2026 Jara: 13.04.2026 Jara: 13.04.2026 Hara:

| %1k

Registered Office: 8-2-337, Road Mo. 3, Banjara Hiiis, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLCO04507
www.drreddys.com




Dr.Reddy’s ":’

CERTIFICATE OF ANALYSIS

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

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

CEPTUO®HUKAT AHAJIU3A

Tel : +91 98166 56001-02

www drreddys com

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykr: Keropoa® Dxcnpecc (keToposiak) TabJeTKH, AHCIEPrUpyeMble B IOJOCTH pTa, 10 Mr

Market / Poinok :Russia / Poccus

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

Cepust Ne § HaEl0gss O6bem cepun " 36,00,000 Tab

Analytical Repourt No/ - 040003360539 Date of Analysis / . 13.04.2026

AHanuTHYecKHil oTyeT No Jara aHasuza

Date of Manufacture / - 03/2026 Date of Expiry / . 02/2028

JlaTa mpousBoacTBa Togen g0

Mfg. License No. / MA number: /

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

anuensus Ne

Analysis performed according ND: / Auanus nposeaen no HJI: JITI-Ne(004669)-(PT'-RU)-190224
PIL version approved: / Uncrpykuus yreepaxaena; 21.04.2025

Page4 of 11/ Crp. 4 n3 11

NN? Test / Iloka3zaTensb Results / PesyasTaThi Specification / Hopma
3 Average weight / Cpennsin 68.9 mg/ 68,9 mr 67.2mg to 72.8mg (70.0mg + 4.0%). /
| macca OT 67,2 Mr 110 72,8 mr (70,0 mr + 4,0 %).
18/20 tablets - not more than =+ 10 %;
. . . 2/20 tablets - not more than + 20%. /
gmformlt};of weight / Complies / CooTBeTCTBYET 18/20  Tabmerox — we Gonee + 10 %;
AHOPORHOCTE: MALCLT 2/20 Tabnerok — He Gonee + 20 %.
4 Disintegration time /
Pacnagaemocthb \
00 min 36 sec / 00 muH 36 cek Not more than 3 min. / He 6onee 3 MuH,
5 Dissolution / PacTBopeHue Unit-1/ Ta6n-1 100 % Not less than 75 % (Q) of CisH3NO3*C4sH;(NO;
) (ketorolac tromethamine) in 15 min. / He menee
- - [+]
Unit-2 / Ta6n-2 100 % 75 % (Q) CisHizNO3*C4H|yNO3 (ketoposnaka
Unit-3 / Ta6-3 100 % TPOMETaMMUH) 4yepe3 15 MuH.
Unit-4 / Ta6n-4 100 %
Unit-5 / Tabn-5 100 %
Unit-6 / Ta6n-6 100 %

Remarks : The Product confirms to ND/
IIpumeuanne: ITpoaykT COOTBETCTBYET TpedoBaHusM H]I

Conclusion : APPROVED /
3akmwuenune: OJJOBPEHO

Prepared by / Checked by / Checked by (AQA) / [|Approved by: Quality Assurance/Authorized person /
:I_IOIII‘OTOBHCHOZ Aniket Iposepeno:Pravesh [Mposepeno (AOK):  [|Onobpeno: Qbecneyenue kauecTBa/OTBETCTBEHHOE
Thakur Rana Amit Kumar JHLIO: 4 W\M
{\ SN /%5’ ¥ b
\ e (

= o
Date / Date / Date / Date / /) 1 ’@@L’a
Jara: 13.04.2026 Jara: 13.04.2026 Hara: 13.04.2026 Jara: -

Registered Office: 8-2-337, Road Mo. 3, Banjara Hiils, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLLCO04507
www.drreddys.com




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

CEPTU®UKAT AHAJIM3A

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

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Iponykr: Keropon® Dkcnpecce (keToposiak) TaGJeTKH, JUCHEPrHpyeMble B IOJIOCTH pTa, 10 Mr

Market / Poinok :Russia / Poccus

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

Cepun Ne E Aot O6bem cepun " 36,00,000 Tab

Analytical Repo:‘t No/ - 040003360539 Date of Analysis / - 13.04.2026

AHajiuTHYeCKHH oT4YeT No Jara anaaunza

Date of Manufacture / - 03/2026 Date of Expiry / . 02/2028

JlaTa npon3BoacTBa T'open g0

Mfg. License No. / MA number: /

IIpousBoacTBEHHAS : MNB/05/263 ) 1 JII-Ne(004669)-(PT'-RU)
Homep PY

JuneHsus Ne

Analysis performed according ND: / Ananus nposenen no H/I: JII-Ne(004669)-(PI'-RU)-190224
PIL version approved: / UacTpykuuns yrBepskaeHa: 21.04.2025

PageSof 11/ Crp.5n3 11

ioo Test / [Toka3zaTess Results / PesyabTaThl Specification / Hopma
6 Particle size distribution / Complies / CooTBETCTBYET A uniform suspension passing through a 710 pm
JucnepcHocThb sieve is formed. / OGpasyeTcs opHOpOAHAs
CyCNeH3usl, MpOXOAsAllas CKBO3b CHTO C
pasmepom oTBepcTUd 710 MKM.
T Impurities / [Ipnmecn

1-hydroxy analog of
ketorolac: /
1-ruapoOKCHaHaIor

Below LOD (LOD = 0.0010 %)
/ Hrxe npesiesia o0Hapy»KeHHUs
(TTO =0,0010 %)

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

KETOpO/aKa

1-keto analog of ketorolac / 0.03 % not more than 0.8 %; / ne 6onee 0,8 %;

l-KeToaHanor KeToponaka

unidentified impurity / 0.01 % not more than 0.5 %; / He G6ouee 0,5 %;

eIMHUYHas

HeuIeHTUGULIMpOBaHHAs

MPUMECH

total impurities / 0.0468 % not more than 1.0 %. / ve 6oinee 1,0 %.

cymMMa npuMecei
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
IMpumeuanue: IpoaykT cooTBeTcTBYET TpeboBanusmM HJL 3akmouenne: OJOBPEHO
Prepared by / Checked by / Checked by (AQA) / [|Approved by: Quality Assurance/Authorized person /
[ToarotosneHo: Aniket [Tposepeno:Pravesh [Tposepeno (AOK): |[Onobpeng-Qodecneuenne KallcccTBa/OTBETCTBeHHOC
Thakur Rana / Amit Kumar SHLLO: /‘ 4 lc. o va

fr, 2
— i i — “7 ra

Date / Date / Date / Date / /\ ?{:)’/0 Yo
Jlara: 13.04.2026 Jara: 13.04.2026 Jara: 13.04.2026 Jlara: -

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: L85195AP1984PLC004507
www.drreddys.com




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

CEPTUOUKAT AHAJIM3A

Tel 1 +91 98166 56001-02

www drreddys. com

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykt: Ketopon® Dkenpecc (keTopoiak) TabJieTKH, AUCIeprHpyeMble B MOJOCTH pTa, 10 Mr

Market / Poinok :Russia / Poccus
Batch No / ) Batch Quantity / ~36,00,000 tab /
Cepus Ne § ¥4000750 O0bem cepun " 36,00,000 Tab
Analytical Repovrt No/ - 040003360539 Date of Analysis / . 13.04.2026
AHAIHUTHYECKHH oTYyeT No JaTa ananusa
Date of Manufacture / - 03/2026 Date of Expiry / . 02/2028
JlaTa npou3BOACTBA I'ogen oo

| Mfg. License No. / .
7 PO — - MNB/05/263 MA number: / . JITI-No(004669)-(PT-RU)

Homep PY

Jnnen3us Ne

Analysis performed according ND: / Ananu3s npoegen mo HJI: JITI-Ne(004669)-(PT-RU)-190224

PIL version approved: / UacTpykuus yreepxiaena: 21.04.2025

Page 6 of 11/ Crp. 6 u3 11

ioo Test / IlokasaTenn Results / PesyabTaThl Specification / Hopma

8 Water content / 21% Not more than 7.0 %. /
CopepkaHue BOAbI He 6onee 7,0 %.

9 Residual solvents / OcTaTouHble OpraHuyecKiie paCTROPHTENH
Isopropyl alcohol / 7pgltab/ Not more than 350 pg/tab. /
Hzonpomnanon 7 MKr B TabieTke He 6onee 350 mMxr B TabneTke.

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
IMpumeyanue: [Ipoaykr cooTBeTCTBYET TpeboBaHMAM HJL 3axmwyenune: OJOBPEHO
Prepared by / Checked by / Checked by (AQA) / [|Approved by: Quality Assurance/Authorized person /
[MonroTorneno: Aniket [Tposepeno:Pravesh ITpoeepeno (AOK): |[Ono6peno: ObecnevueHue kauecTsa/OTBETCTBEHHOE
Thakur Rana Amit Kumar JINLLO: r l(_‘_ﬁ/u_j e

(/‘ /

/\ = L )e

Date / Date / Date / Date / “ﬂ V& 7},
Jara: 13.04.2026 Hara: 13.04.2026 Hara: 13.04.2026 Hara:

Registered Office: 8-2-

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

www.drreddys.com



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

CEPTUOUKAT AHAJIU3A

Tel : +91 98166 56001-02

AALANINAL rirrr-\rirl\,n‘ cam

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Iponykr: Keropon® Ixcnpece (KeTopoaak) Tab/1eTKH, AMCHEprupyemMbie B I10J0CTH pra, 10 Mr

Market / Poinok :Russia / Poccus
Batch No / ) Batch Quantity / - 36,00,000 tab /
Cepus No f RERES O06bem cepun © 36,00,000 Tab
Analytical Repourt No/ . 040003360539 Date of Analysis / . 13.04.2026
Aunaaurudyeckuii oruet Ne JlaTa aHau3a
Date of Manufacture / - 03/2026 Date of Expiry/ . 02/2028
JaTta npou3BoacTBa TI'ogen xo
Mifg. License No. / VA siiiiher: 7

| IIpouzBOACTBEHHAS : MNB/05/263 ) : JII-Ne(004669)-(PI'-RU)

Homep PY

JHueH3usa No

Analysis performed according ND: / Ananus nposeaen mo HJI: JIII-Ne(004669)-(PI'-RU)-190224
PIL version approved: / Uncrpykuns yrepskaena: 21.04.2025

Page 7of 11/ Crp. 7 n3 11

i? Test / IToka3zaTesnnb Results / Pe3yabTaThl Specification / Hopma

10 Microbiological purity*/ MukpoGuonoruyeckas uucrora®
Total Aerobic Microbial NA not more than 10* CFU/g; /

Count / obIee yucIo ue 6onee 103 KOE/r;
a3pOOHBIX MUKPO-
OpraHu3MOB
Total Combined Yeast and NA not more than 102 CFU/g; /
mold count / ob1ee yucio He 6onee 102 KOE/r;
IPOXKEBBIX H TUIECHEBBIX

‘ rpuboB
Escherichia Coli NA shell be absent in 1 gram. /

oTCcyTCTBUE B 1 I.

11 Uniformity of dosaée units / Acceptance value (4V) not more than 15.0
OaHoOpoAHOCTB 6.6 INokazaTens npuemneMocty (AV) nomkeH ObITh
N03UPOBAHHBIX €IHHULL ’ He Gosee 15,0.

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
Ipumeuanue: [IpogykT cooTBeTcTBYET TpebGoBaHusaM HJ 3akawuenne: OJOBPEHO
Prepared by / Checked by / Checked by (AQA) / [[Approved by: Quality Assurance/Authorized person /
[ToarotoeneHo: Aniket [poeepeno:Pravesh [posepeno (AOK):  ||OnoGpepe~Qbecneyenne katecTsa/OTBETCTBEHHOE
Thakur Rana f Amit Kumar iy “a) |Cous v
A

/ - ?
Date / Date / Date / Date / N
Hara: 13.04.2026 Hara: 13.04.2026 Jata: 13.04.2026 Jlara: \/

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: L85195AP1984PLC004507

www.drreddys.com




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

CEPTUPUKAT AHAJIU3A

Tel : +91 98166 56001-02

www.drreddys.com

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Iponykr: Keropoa® Jkenpece (keToposiak) TabieTKH, JUCIEPrapyemMble B 0J0cTH pTa, 10 Mr

Market / Poinok :Russia / Poccus

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

Cepns Ne b V2600755 O6bemM cepuu " 36,00,000 Tab

Analytical Repo:‘t No/ . 040003360539 Date of Analysis / . 13.04.2026

AHaJIMTHYECKHT oTueT Ne Jara anainza

Date of Manufacture / . 03/2026 Date of Expiry / . 02/2028

JaTta npou3BoACTBA T'oxen go

Mfg. License No. / MA number: /

IIpousBoncTBeHHAsN : MNB/05/263 o ) . JIII-Ne(004669)-(PI'-RU)
omep PY

JuueHzus Ne

Analysis performed according ND: / Ananus nposeaen no HJ/I: JITI-N2(004669)-(PI'-RU)-190224
PIL version approved: / UncTpykuus yreepxaena: 21.04.2025

Page 8 of 11/ Ctp. 8 u3z 11

1;.:) Test / [lokazaTesb Results / PesyabTaThl Specification / Hopma
12 Assay / KonuuecTBeHHoe 10.0 mg / 10,0 mr From 9.0 mg to 11.0 mg of
omnpegeJieHne (100.4 %) CisHi3sNO3*C4H 1 NO3 (ketorolac tromethamine)
(from 90.0 to 110.0 % of the label claim) per
tablet. / Or 9,0 Mr 110 11,0 mr
CisH13NO3+C4H 1NO3 (KeTOPOHaKa
TpoMetamuH) (ot 90,0 mo 110,0 % ot
3asIBJIEHHOI'O KOJIMYECTBA) B TabNeTKe.
13 Butylhydroxyanisole 0.0969 mg/tab / Not less than 0.042 mg/tab. /
content / CopepxaHue 0,0969 mr B Tabnetke He menee 0,042 Mr B Tadierke.
Oy THJIrHIPOKCHAHHN30J1a

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
INpumeuanne: [IpogykT cooTBETCTBYET TpeOOBaHUAM HJI 3akarwyenue: OJJOBPEHO
Prepared by / Checked by / Checked by (AQA) / [|Approved by: Quality Assurance/Authorized person /
[ToarororneHo: Aniket [Tposepeno:Pravesh INposepeno (AOK): ||Oaobpeno: Obecneuerne kauectra/OTBETCTBEHHOE
Thakur Rana ! Amit Kumar JHLO: W |Caisvn
(
i ~ | (2
= \
Date / Date / Date / Date / \ V/,B/D‘\J;
Hata: 13.04.2026 Jara: 13.04.2026 Jara: 13.04.2026 Jara: \ 7/01“

Registered Office: 8-2-337, Road Mo. 3, Banjara Hiiis, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLCO04507
www.drreddys.com




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

CEPTUOPUKAT AHAJIM3A

Tel : +91 98166 56001-02

www drreddys.com

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Hpoaykr: Keropon® Dkenpece (keTopoak) TabaeTku, AMcCHeprupyeMbie B moaocTi pra, 10 mr

Market / Poinok :Russia / Poccust

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

Cepus Ne | Va5 O6bem cepuu © 36,00,000 Tab

Analytical Repo:‘t No/ . 040003360539 Date of Analysis / - 13.04.2026

AHajguTHyecKuil oTyeT Ne JlaTa anannsa

Date of Manufacture / . 03/2026 Date of Expiry / . 02/2028

JlaTa npou3BocTBA T'onen no

Mfg. License No. / MA number: /

IpouszBoacTBeHHAs : MNB/05/263 ) : JII-Ne(004669)-(PT'-RU)
Homep PY

Jnunensus Ne

Analysis performed according ND: / Auann3 nposeaen no HJI: JITI-Ne(004669)-(PT'-RU)-190224
PIL version approved: / Uncrpykuus yreepxaena: 21.04.2025
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desiccant/HDPE) foil // (PE/AL)
foil. 2 blisters with patient
information leaflet in a carton
pack. / TIlo 10 Tabnetox B
6mucrepe w3z ([TA/AJI/IID ¢
siaronoriotureaeM/I12BIT)

¢doneru // (IID/AJT) doneru. Ilo
2 Onuctepa BMECTE C JIUCTKOM-

I}? Test / [TokasaTenn Results / Pe3yabTaThbl Specification / Hopma
14 Package description / 10 tablets in a blister of | 10 tablets in a blister of (PA/AL/PE with
OnucaHue YIaKOBKH (PA/AL/PE with | desiccant/HDPE) foil // (PE/AL) foil. 1 or 2

blisters with patient information leaflet in a
carton pack. / ITo 10 tabnerok B Guucrepe u3
(ITA/AJVIID ¢ eaaronornotutenem/TI9BII)
doneru // (IID/AJT) doneru. Ilo 1 wim 2
6iucTepa BMECTE C JIMCTKOM-BKJAJABILIEM B
Ma4yKy KapTOHHYIO.

BKJIaABILICM B
KapTOHHYIO.

nayky

* 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.
* TIpu BbIMycKe JIEKAPCTBEHHOrO NpenapaTa KOHTPO/Ib Ka4ecTBa Mo nokasarero «MuKpoduosiornueckast
YUCTOTA» MPOBOAMUTCS AJIs1 Kaxm Aok 20-oit cepum, MM AJIA OJHOMH CEPHH B I'ojl, B 3aBUCUMOCTH OT TOr0, 4TO

HACTYNHT paHbLLe,

Remarks : The Product confirms to ND/
[Mpumeyanue: [IpoayKT COOTBETCTBYET Tpebosanusam HJT

Conclusion : APPROVED /
3akawuenne: OJOBPEHO

Prepared by / Checked by / Checked by (AQA) / ||Approved by: Quality Assurance/Authorized person /
IMoarororneHo: Aniket [TposepeHo:Pravesh [Mposepeno (AOK): ||OnobpeHo: Qfecneuenne kavectBa/OTBETCTBEHHOE
Thakur Rana 4 Amit Kumar THLO: ‘ e (CM A
P 5 s (23397
: ' S Ldal oM
Date / Date / Date / Date / = ’/\/5( ')/b
Jara: 13.04.2026 Hara: 13.04.2026 Hara: 13.04.2026 Hara:

Registered Office: 8-2-337, Road No. 3, Banjara Hiils, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 49C0 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLC004507

www.drreddys.com




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

CEPTUOUKAT AHAJIM3A

Tel: +91 98166 56001-02

www drreddys com

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykr: Keropoa® Jkenpece (keTopoaak) Tabjerku, ANCHeprupyeMble B noJI0cTH pTa, 10 Mr

Market / Poinok :Russia / Poccus

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

Cepus Ne } V260015 O6bem cepun " 36,00,000 Tab

Analytical Repourt No/ - 040003360539 Date of Analysis / . 13.04.2026

AHaJIHTHYecKHI oT4yeT No JlaTa anaausa

Date of Manufacture / . 03/2026 Date of Expiry / . 02/2028

Jara npousBoacTBa I'ogen o

Mfg. License No. / MA number: /

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

JHneH3us No

Analysis performed according ND: / Anasu3 nposeaen no HJI: JIII-Ne(004669)-(PT-RU)-190224
PIL version approved: / UucTrpykuns yrBep:xaena: 21.04.2025

Page 10 of 11/ Crp. 10 n3 11

API name / HaumenoBanue APC:

Ketorolac tromethamine / Ketoponaka TpomeramMun

INN / MHH:

Ketorolac / Ketoponak

API manufacturer batch number /
Howmep cepuu npousoautens A®C:

ABSH006294

FP Manufacturer API Batch number /
Howmep cepun cy6cTaHIUH TPOU3BOANTEISE
| ) (O B

FESAO0536

API Manufactured by & country /
Hponzsoautes ADC, crpana:

Dr. Reddy's Laboratories Ltd., India /
-p Pennu'c Jlaboparopuc Jita., Uuaus

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

HaumenoBaHue, agpec, JULIEH3HA 1A
Ilpon3eoacTBeHHas momaaka / Ilnomaaka
KOHTpOJs1 KadecTBa / [lnomagka BoInycKa

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

H-p Pennu’c Jlaboparopuc JIta., Unans, [IpousBoactBeHHOE
noapasgenenue-6, Bun. Kxons, Hanarapx Poyn, baqnu, Juctpukr
Conan, X.I1., 173205, Unpus (nuuenzus Homep MNB/05/263)

Declaration of certification: «I hereby certify that the above information is authentic and accurate. This batch of
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 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 /
IMpumeuanmue: [IpoayxT cooTReTcTBYET TpeboBaHusaM HJJ 3akmouenne: OJJOBPEHO
Prepared by / Checked by / Checked by (AQA) / [|Approved by: Quality Assurance/Authorized person /
[Toaroroeneno: Aniket [MposepeHo:Pravesh [Tposepeno (AOK): ||Onobpeno: OfecneyeHue kayectsa/OTBETCTBEHHOE
Thakur Rana ) Amit Kumar NULO: /éuw \CMM
/@ v a0 I
Z A= (D0
- AL L o]

Date / Date / Date / Date / g T /\’V’ 1 P
Jara: 13.04.2026 Hata: 13.04.2026 Jara: 13.04.2026 Jara: p f

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: L8S195AP1984PLC004507

www.drreddys.com




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

CEPTUD®UKAT AHAJIM3A

Tel : +91 98166 56001-02

www.drreddys.com

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

Hpoaykr: Keropoa® Jxenpece (keroposaak) Tabiierku, Aucneprupyembie B MoJ0cTH pra, 10 mr

Market / Peinok :Russia / Poccus

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

Cepust Ne + V2600755 O0bem cepun " 36,00,000 Tab

Analytical Repo:’t No/ - 040003360539 Date of Analysis / . 13.04.9026

AHAJTHTHYECKHIT oTyeT No Jara ananusa

Date of Manufacture / - 03/2026 Date of Expiry/ . 02/2028

JlaTa npoM3BoACTBA T'ogen ao

Mfg. License No. / MA number: /

IponzBoacTBeHHAS : MNB/05/263 ’ . JIII-Ne(004669)-(PT-RU)
Homep PY

Jaunenzus Ne

Analysis performed according ND: / Ananu3s nposeaen mo H/{: JIII-Ne(004669)-(PI'-RU)-190224

PIL version approved: / UncTpykuus yreepaena: 21.04.2025

Page 11 of 11/ Crp. 11 m3 11

3akiroueHue 0 coorBercTBUU: «HacTosmuMm s moaTBepkaio, YTO MPHUBEACHHAS BBIIEC UHOOPMAIUS SBJISICTCS
JIOCTOBEPHOH M TOYHOMH. DTa cepHsi NMPOAYKIMH IPOM3BEe/ACHa (BKIIOUAs YNAKOBKY (MapKHpPOBKY) U KOHTPOJb

Ka4yecTBa)

Ha BBIIIEYKA3aHHOM TPOMU3BOJICTBEHHON IUIoLA/iKe (TUION[aAKaXx) B IIOJHOM COOTBETCTBHHM C

tpeboBanusamu [IpaBun Hajuiexaieil IPOW3BOJCTBEHHON NpakTUKU EBpasnicKOro 3KOHOMHYECKOTO COI03a U
TpeOOBaHHAMH KOHTPOJIS KauyecTBa JICKapCTBEHHBIX CPEJICTB, @ TAaKXKe B COOTBETCTBHH CO creru(puKanusMy,
COJICPKAIIIMMUCS B PETUCTPAIIOHHOM JIOCHE CTPAHbI-MMIIOPTEPa. 3alHCH 110 IPOU3BOCTBY, YITAKOBKE M aHAIU3Y
NIPOBEPEHBI, U YCTAHOBJIEHO HX COOTBeTCTBHE Tpebopanusam ITpasun naiexaiiei npou3BOACTBEHHON NPaKTHKH

EBpa3suiickoro 3KOHOMHYECKOTO COK03a».

Remarks : The Product confirms to ND/
ITpumeuanue: [Ipoaykr cootBeTcTBYeT TpeboBaHUAM HJ{

Conclusion : APPROVED /
3aknaouenue: OJOBPEHO

Prepared by / Checked by / Checked by (AQA) / ||Approved by: Quality Assurance/Authorized person /
[Toprotoeneno: Aniket [posepeno:Pravesh [Tposepeno (AOK): ||OnoGpeno: Obecneuenne kauecTsa/OTBETCTBEHHOE
Thakur Rana / Amit Kumar SINLO: @_‘; w W nA

¢ . | N 200,
Date / Date / Date / Date / N TT 7 b
Jara: 13.04.2026 JHara: 13.04.2026 Jlata: 13.04.2026 JlaTa: \ ~

Registered Office: 8-2-337, Road Mo. 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




