Dr.Reddy’s €5¢

CERTIFICATE OF ANALYSIS

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

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

CEPTUO®UKAT AHAJIN3A

www.drreddys.com

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykr: Ketopos® Dxcnpece (keroposak) TabaeTkn, AHCHePrupyemble B moJ10cTH pra, 10 mr
Market / PoiHOK :Russia / Poccus
Batch No / ) Batch Quantity / ~36,00,000 tab /
Cepusn Ne SR O06bem cepuu © 36,00,000 Tab
Analytical Repourt No/ . 040003242563 Date of Analysis / . 90.12.2025
AnaanTu4eckHii oTuer Ne JaTta ananu3a
Date of Manufacture / - 12/2025 Date of Expiry / - 11/2027
Jara npousBoacTBa T'ogen no
Mfg. License No. / MA number: /
IlponsBoacreeHnast : MNB/05/263 ) : JIII-Ne(004669)-(PT-RU)
Homep PY
AHueH3us No
Analysis performed according ND: / Ananus nposeaen nmo HJI: JITI-Ne(004669)-(PI'-RU)-190224
PIL version approved: / MacTpyknus yreep:xaena: 21.04.2025 S

Pagelof11/Cyp.1 m3 11

Ketorolac / Kemoponax

Complies / CGOTBCTCTB)’GT

No ] .

No Test / Iloka3zaTesb Results / Pe3ynbTaThl 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. / Kpyribie rmurockue
side. / Kpyrnsie mockue Tabnetku ¢ (ackoi, CBETIO-KENTOro LBeTa C
TabneTKH ¢ packoif, ceeTIo- IPaBUPOBKOI «|» Ha OJHOU CTOPOHE.
KEJITOTO L[BETA C IPaBUPOBKOM
«l» Ha OfiHOIf CTOpOHE.

2 Identification / UnenTudukanus

UV spectra of the test solution and ketorolac
tromethamine standard solution should have
peaks at the same wavelength (= 2 nm). / Y-
CIIEKTPHI MOTIOUIEHUA UCTIBITYEMOTO PacTBOpa 1
pactBopa craHaapTHoro obpasua KeTopoiaka
TpOMETaMHHA JIOJDKHBI MMETh MaKCHMYMBI MpU
OJHOM W TOH e JJINHE BOJHBI (£ 2 HM).

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
IMpumeuanue: [IpoaykT cooTBeTCTBYET TpeboBaHUsIM HJJ 3akmouenune: OJJOBPEHO
|Prepared by / Checked by / Checked by (AQA) / ||Approved by: Quality Assurance/Authorized person /
Moarorosneno: Pravesh » |[[Tposepeno: Pardeep  |{[Tposepeno (AOK): (|Ono6peno: Obecneuenue kauecTsa/OTBETCTBEHHOE
Rana 'Z/ Kumar Amit Kumar JTHLO:
| [ R &

#~ = { /
Date / Date / Date / Date / 252’/1/ 2026
Hara: 29.12.2025 |data: 29.12.2025 Hara: 29.12.2025 Hara:

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@drraddys.com
CIN: LR5195AP1984PLC0O04507
www.drreddys.com




Dr.Reddy’s ":’.

CERTIFICATE OF ANALYSIS

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

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P.,, 173 205, INDIA
Tel : 401 92166 56001-02

CEPTUOPUKAT AHAJIU3A

www.drreddys.com

Product ;: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykr: Kertopoa® Ikenpece (keropoJiak) TabaeTkH, JHCHeprupyemMbie B MoJ0CTH pra, 10 Mr

Market / Poinox :Russia / Poccus

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

Cepus Ne VR o O6bem cepau " 36,00,000 Tab |

Analytical Repovrt No/ . 040003242563 Date of Analysis / - 2912.2025

AnanuTn4ecKkHii oruer Ne HaTta anaianza

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

JlaTa npoH3BoaCTBA T'omen oo

Mfg. License No. / MA —

IlpousBoacTBeHHAS - MNB/05/263 e - JITI-Ne(004669)-(PT-RU)
Homep PY

JIMneH3us Ne

Analysis performed according ND: / Avanus nposeaen mo H/1: JIII-Ne(004669)-(PI'-RU)-190224
PIL version approved: / MucTpykuns yrBep:xkaeHa: 21.04.2025

Page2 of 11/ Ctp. 2 n3 11

No

Test / IToxazarTeib
Ne

Results / PesyabTaTni

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 ymepXHBaHHS OCHOBHOTO TMHKa Ha

XpoMarorpamMMe UCIIBITYEMOTO pacTBopa
JOJDKHO COOTBETCTBOBATh BpEMeHU
YAEpXKUBAHUS OCHOBHOTO MyKa Ha
XpoMmarorpamMme  pacTBOpa  CTaHZaPTHOIO

obpasua keroponaka TpoMeTaMWHa (pasier
«Konu4ecTBeHHOE OTpeaeeHUe»).

Remarks : The Product confirms to ND/
IIpumeuanue: [IponykT cooTBeTcTBYET TpeboBanmam H/J

Conclusion : APPROVED /
3axmouenne: OJOBPEHO

Prepared by / Checked by / Checked by (AQA) / ||Approved by: Quality Assurance/Authorized person /
[Tonroropneno: Pravesh : [[[IpoBepeno: Pardeep [|[Ipoeepeno (AOK): [|OnoGpeno: Obecneuenue kauecTBa/OTBETCTBEHHOE
Rana , Kumar Amit Kumar J111110: w
- N / '
2 c>L7 /\ T e =
Date / Date / . » Date / Date / Q(].f-/)_ e
JlaTa: 29.12.2025 Hara: 29.12.2025 Jara: 29.12.2025 Jara:

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hydeiabad - 500034, Telangana, india
Tel: +91 40 4900 2900, Fax: +91 40 49C0 2999, Email: mail@drraddys.com
CIN: LR5195AP1984PLC0O04507
www.drreddys.com



Dr.Reddy’s ".

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

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

CERTIFICATE OF ANALYSIS 1. 91 98166 56001-02

CEPTUDPHNKAT AHAJIM3A

www.drreddys.com

Product : Ketorol Express (ketorolac) Orally Disintegraitiiin_gi;[‘ablets 10 mg
TIpoayxt: Keropoa® Jxcnpece (keToposiax) TabaeTKH, AHCHEPrapyemMble B MOJI0CTH pra, 10 mr

Market / PoiHok :Russia / Poccus

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

Cepus Ne V200edsS O6beM cepun " 36,00,000 Tab

Analytical Report No/ . 040003242563 Date of Analysis / . 29.12.2025

AHanuTHYECKHI oTYeT No JlaTa anajn3a

Date of Manufacture / - 12/2025 Date of Expiry / - 112027

Jara npou3BoacTBa T'ogen no

Mfg. License No. / MA number: /

Ilpou3sBoacTBeHHAs . MNB/05/263 umoer: . JII-Ne(004669)-(PT-RU)
Homep PY

JIHIEeH3Hs Ne

Analysis performed according ND: / Ananu3 nposeaen no H/I: JITI-Ne(004669)-(PI'-RU)-190224
PIL version approved: / Mucrpykuus yreep:xaeHa: 21.04.2025

Page3of 11/ Crp.3 m3 11

No

Ne

Test / Hoka3zaTens

Results / PeaynbTaThl

Specification / Hopma

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 yIOepXKUBaHHS ITHKOB 2-
OYTHITHIPOKCHAHU30JIa u 3-
OYTHATHAPOKCHAHU30/Ia Ha XpOMarorpamme
HCIIBITYEMOrO pacTBOpa JOJDKHBI
COOTBETCTBOBATb  BpEMEHaM  YHEPXKHUBAHUA
NMMKOB  2-OyTWIrMOpOKCHaHM3ona M 3-
OyTunruapokcuaHu3ona Ha  XpomarorpaMme
pactBopa CTaHIApTHOTO obpasua
6yTunruapoxcuanusona (paspen «Copepixanue
OyTUATHAPOKCUAHU30TIay).

Remarks : The Product confirms to ND/

Ilpumeyanue: [IpoaykT cooTBeTCTBYET TpeboBanusm HJJ

Conclusion : APPROVED /
3axknwuenne: OJOBPEHO

Prepared by /

Cheécked by /

[Tonrorosnexo: Pravesh . (|[Iposepeno: Pardeep

TTposepeno (AOK): ||[Onobpe

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

Ho: Obecnedyenue kauecTBa/OTBETCTBEHHOE

Rana . Kumar Amit Kumar JULO:
g \ A @)
OL;" ( "
Date / Date / Date / Date / 29-)) 202C
Hara: 29.12.2025 Jara: 29.12.2025 Jara: 29.12.2025 Jara:

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

CIN: L85195AP1984PLCO04507
www.drreddys.com
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Dr.Reddy’s ‘;’

CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories Ltd.

Formuiation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P.,, 173 205, INDIA
56001-02

.Aa1 NONER

Tel

TI4L JulUu

CEPTUPUKAT AHAJIM3A |\ w.drreddys.com
Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg o O]
Ipoaykr: Ketopoa® Ixcnpece (keTopoJiak) Tab/IeTKH, AHCHEPTHpPYeMble B MOJIOCTH pra, 10 Mr -
Market / PoiHok :Russia / Poccnsa |
Batch No / ) Batch Quantity / ~36,00,000 tab /
Cepus Ne § VSIS O6bem cepuu " 36,00,000 Tab
Analytical Repourt No/ - 040003242563 Date of Analysis / . 99.12.2025
AHanuTu4eckuii oTyer Neo Jdara ananusza
Date of Manufacture / - 12/2025 Date of Expiry / © 112027
JlaTta npoH3BOACTBA Topen no
Mifg. License No. / e —
ITpousBoacTBeHHast : MNB/05/263 ) ;. JITI-Ne(004669)-(PT-RU)
Homep PY
Jauuensus Ne ]
Analysis performed according ND: / Anasns nposenen nmo HJI: JITI-Ne(004669)-(PI'-RU)-190224
PIL version approved: / MacTpyknus yreepxiaena: 21.04.2025

Page4 of 11/ Crp. 4 m3 11

i“? Test / IToka3zaTeab Results / Pe3ysbTaTsl Specification / Hopma
3 Average weight / Cpeanss 70.2 mg /70,2 Mr 672mg to 72.8mg (70.0mg =+ 4.0%). /
Macca Ot 67,2 mr no 72,8 mr (70,0 mr £ 4,0 %).
18/20 tablets - not more than =+ 10 %,;
Uniformity of weight / 2/20 tablets - not more than + 20%. /
o ormmity o weig Complies / CooTBeTCTBYET 18/20 Tabnerox — He Oonee + 10%;
AHAPOHOCTE MARCHL 2/20 tabnetok — He Gonee + 20 %.
4 Disintegration time / 00 min 48 sec / 00 Mun 48 cex Not more than 3 min. / He Gomee 3 Mus. |
Pacnapaemoctsb
5 Dissolution / PacTeopenue Unit-1/ Ta6n-1 100 % Not less than 75 % (Q) of Ci1sH13NO;3+C4H; 1 NOs
) (ketorolac tromethamine) in 15 min. / He MeHee
I et oie Ll 75 % (Q) CisH13NO3*C4H [ NO3 (kxetoponaka
Unit-3 / Ta6n-3 100 % TpOMeTaMUH) yepe3 15 MuR.
Unit-4 / Tabn-4 99 %
Unit-5 / Tabn-5 89 %
Unit-6 / Tabn-6 99 %

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
IIpumeuanue: IIponykT cooTBETCTBYET TpeboBaHuaM HJ{ 3akmouenne: OJJOBPEHO
Prepared by / Checked by / Checked by (AQA) / ||Approved by: Quality Assurance/Authorized person /
[Moarorosnexo: Pravesh ,  [[ITposepeno: Pardeep  [|[lposepeno (AOK): [|Oaobpeno: Obecneuenue xauecTBa/OTBETCTBEHHOE
Rana Kumar Amit Kumar JIHLO: :
/ { 1 =
lDate/ Datcr‘ Date / Date / 022 024
Hara: 29.12.2025 Hara: 29.12.2025 Hara: 29.12.2025 Hara:

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

Tel: 491 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drraddys.com
CIN: LR5195AP1984PLC004507
www.drreddys.com



Dr.Reddy’s ":‘

CERTIFICATE OF ANALYSIS

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

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

CEPTHO®UKAT AHAJIM3A

www.drreddys.com

[Product : Ketorol Expres;(ket_orolac) Orzﬁy Disintegrating Tablets 10 mg
ITpoxykt: Keroposn® Jxcmpecc (keropoaak) TaG1eTKH, AlcNeprupyeMbie B I0J0CTH pTa, 10 Mr

Market / Poinok :Russia / Poccus - -
Batch No / . Batch Quantity / ~36,00,000 tab /
| Cepus Ne e O6bem cepum " 36,00,000 Tab
Analytical Repovrt No / - 040003242563 Date of Analysis / . 99122025
AHajguTH9ecKHii oTyeT Ne Mara ananausa
Date of Manufacture / - 12/2025 Date of Expiry / . 11/2027
JaTa npon3BoacTBa T'ogen go
Mfg. License No. / MA number: /
IIpousBoncTBeHHas : MNB/05/263 ) . JITI-Ne(004669)-(PT-RU)
Howmep PY
JIHLeH3us Ne

Analysis performed according ND: / Auanu3z nposeaen mo HJ/I: JIII-Ne(004669)-(PI'-RU)-190224
PIL version approved: / MacTpykuus yreep:xaena: 21.04.2025

PageSof 11/ Crp. S n3 11

i_? Test / [lokaszaTenn Results / PesyabTaTbl Specification / Hopma
6 Particle size distribution / Complies / CooTreTcTBYET A uniform suspension passing through a 710 um
JucnepcHocTh sieve is formed. / OOpasyerci oaHOpoaHas
CycrmeH3us, TpoxXoJsilas CKBO3b CHUTO C
pa3mepoM oTBepcTuil 710 MKM.
7 ‘&Impurities/Hpumecni -

1-hydroxy analog of
ketorolac: /
1-ruapoxcuaHaior

Below LOQ (LOQ = 0.0032 %)
/ Hmxe npenena
KOJMYECTBEHHOTO ONIpee e HUS

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

KeTopojaka (ITKO = 0.0032 %)
1-keto analog of ketorolac / — 0.04 % not more than 0.8 %; / He 6oxee 0,8 %;
1-keToaHaOr KETOpONaka
unidentified impurity / 0.02 % not more than 0.5 %; / e 6onee 0,5 %;
eMHUYHAs
HeuaeHTHHULIUPOBaHHAS
NpUMeCh
total impurities / 0.1 % not more than 1.0 %. / ve 6onee 1,0 %.
cymMMa Ipumecei
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
IMpumewanne: [Mpoaykr coorsercreyeT Tpedosanmam HJL 3aknwuenne: ONOBPEHO
Prepared by / Checked by / Checked by (AQA) / ||Approved by: Quality Assurance/Authorized person /
[ToaroTosrneno: Pravesh [Tposepeno: Pardeep ||IIposepeno (AOK): [|Onobpeno: OdecnieueHne kauecTsa/OTRETCTREHHOE
Rana / |[Kumar ) Amit Kumar AHLLO: C JA\
< A - 1
/ c:.[/ J\ AR /C
L
Date / Date / Date / Date / 0G-1) 605
Hata: 29.12.2025 Hara: 29.12.2025 Jara: 29.12.2025 Hara:

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

Tel: +91 40 49G0 2900, Fax:

+91 40 4900 2999, Email: mail@drraddys.com

CIN: L85195AP1984PLC004507

www.drreddys.com




Dr.Reddy’s ‘,’o

CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories Ltd.

Formuiation Unit-6
Vill. Knol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA

CEPTUPHUKAT AHAJIU3A

www.drreddys.com

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

IIpoaykr: Keropoa® Jxcnpecc (keToponak) TabiieTKH, AHCHEPrHpyeMble B Mo10cTH pra, 10 Mr

Market / Prinok :Russia / Poccus -
Batch No / . Batch Quantity / ~36,00,000 tab /

Cepus Ne F VRS20 O0bem cepun © 36,00,000 Tab

Analytical Repo:’t No/ - 040003242563 Date of Analysis / - 99122025

AHaIHTHYECKHH oTueT Ne Jara apajuza -
Date of Manufacture / - 12/2025 Date of Expiry / - 112027

JaTa npoms3BoacTBa I'onen oo

Mifg. License No. / MA number: /

IIpou3sBo/icTBeHHAA : MNB/05/263 Homep PY . JII-Ne(004669)-(PT-RU)

Janen3us Ne

Analysis performed according ND: / Ananuz nposeaen no H/I: JITT-Ne(004669)-(PT-RU)-190224
PIL version approved: / Uucrpykuns yreep:xaena: 21.04.2025

Page 6 of 11/ Ctp. 6 m3 11

I}? Test / [lokazarenan Results / Pe3yabTaThl Specification / Hopma

8 Water content / 22% Not more than 7.0 %. /
CopgepaxaHue BOAbI He 6osee 7,0 %.

9 Residual solvents / OcTtaTouHble OpraHu4ecKue pacTBOPUTEH
Isopropyl alcohol / 8 ng/tab / Not more than 350 pg/tab. /
HzonponaHoon 8 Mxr B TabneTke He 6onee 350 Mkr B Tabnetke.

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
[Ipumeuanne: IIpogykT cooTBeTCTBYET TpedoBaHusimM HJ 3aknwuenne: OJOBPEHO
Prepared by / Checked by / Checked by (AQA) / ||Approved by: Quality Assurance/Authorized person /
INoaroroeneno: Pravesh /) ||[Iposepeno: Pardeep ||[Ipoepeno (AOK): ||Omo6peno: Obecneuenne kaqecTsa/OTBETCTBEHHOE
Rana / Kumar . Amit Kumar JIMLIO: @
v <
Date / Date / Date / Date / 27,/&,;0;4’
Hara: 29.12.2025 Hara: 29.12.2025 Hara: 29.12.2025 Hara:

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tei: +91 40 4900 2900, Fax: +91 40 49C0 2999, Email: mail@drraddys.com
CIN: LR5195AP1984PLCO04507
www.drreddys.com




Dr.Reddy’s €

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

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

CERTIFICATE OF ANALYSIS " o) 001cc'o6001.02

CEPTUDPUKAT AHAJIU3A |\ drreddys.com
Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykr: Keropon® Ixenpece (keTopoiak) TabjeTks, AMCHeprapyemMbie B HOJI0CTH pTa, 10 Mr
Market / Poinok :Russia / Poccus
Batch No / ‘ Batch Quantity / ~36,00,000 tab /
Cepus Ne # ¥2502495 O6bem cepuu " 36,00,000 Tab
Analytical Repourt No/ . 040003242563 Date of Analysis / . 29.12.2025
AHanuTHYeCKHH oTyeT No JlaTa ananu3za
Date of Manufacture / - 12/2025 Date of Expiry / . 11/2027
JaTa npoHM3BOACTBA T'ogen no
Mfg. License No. / MA sumibers /
IIpousBoacTBeHHAN : MNB/05/263 ' : JITI-Ne(004669)-(PT-RU)

Homep PY

JIHIeH3ust Ne
Analysis performed according ND: / Auanus nposeaen mo HJI: JITI-Ne(004669)-(PI'-RU)-190224
PIL version approved: / HacTpykuus yreepxaena: 21.04.2025

Page 7 0of 11/ Crp. 7 m3 11

.1;':] Test / [lokasaTeanb Results / Pe3yabTaThl Specification / Hopma

10 Microbiological purity*/ Mukpo6uosioruyeckast uncrora*

Total Aerobic Microbial NA not more than 10* CFU/g; /

Count / obLiee 4ucno He 6osee 102 KOE/r;

a3pOOHBIX MHKPO-

OpraHHU3MOB

Total Combined Yeast and NA not more than 10? CFU/g; /

mold count / ob1miee yncno He Honee 102 KOE/r;

JPO}OKEBBIX U TUIECHEBBIX

rpubos

Escherichia Coli NA shell be absent in 1 gram. /
OTCYTCTBUE B 1 T.

11 Uniformity of dosage units / Acceptance value (4V) not more than 15.0
OaHopoaHOCTH 34 [Toxa3zaTens npuemnemoctu (4V) nomxeH 6bITh
JO3HPOBAHHBIX eAHHHIL ’ He 6ostee 15,0.

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
IIpumeuanue: IIpoaykT cooTBeTcTBYET TpeboBaHusIM HJT 3akmwoyenne: OJOBPEHO
Prepared by / Checked by / Checked by (AQA) / ||Approved by: Quality Assurance/Authorized person /
[Moarotosneno: Pravesh ;s |[[Iposepeno: Pardeep ||[Tposepero (AOK): [|Omobpeno: Obecneuenue kauecTBa/OTBETCTBEHHOE
Rana / Kumar Amit Kumar JIALO: )

* . o

- | e

Date / Date / Date / Date / 094) 204~
Hara: 29.12.2025 Hara: 29,.12,2025 Hara: 29.12.2025 Hara:

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

CIN: L85195AP1984PLC004507
www.drreddys.com




Dr.Reddy’s €¢

CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories itd.
Formuiation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
Tel: +91 92166 56001-02

CEPTUOPHNKAT AHAJIN3A

www.drreddys.coin

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykr: Keropon® Ixenpece (keroposiak) TabieTKH, AUCIEPrUpyeMble B NOJ0CTH pTa, 10 Mr

Market / Poinok :Russia / Poccus

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

Cepus Ne § V09 O6bem cepun © 36,00,000 Tab

Analytical Repourt No/ - 040003242563 Date of Analysis / . 99122025

AHanuru4eckHii oTyer Ne JlaTa anajansa

Date of Manufacture / - 12/2025 Date of Expiry / . 112027

Jara npoM3BoJcTBa T'ogen xo

Mifg. License No. / MA number: /

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

JaHuensus Ne

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

Page8of 11/ Crp.8 m3 11

i:) Test / I[loka3zaTenn Results / PesynbTaThl Specification / Hopma
12 Assay / KonuyecTBeHHOe 10.0 mg / 10.0 mr From 9.0 mg to 11.0 mg
onpejeyieHne (100.4 %) Ci1sH13NO3*CsH 1NO;3 (ketorolac tromethamine)
(from 90.0 to 110.0 % of the label claim) per
tablet. / Or 9,0mMr  mo 11,0 mr
Ci15H13NO3+C4H 1NO3 (KeTOpOJ‘laKa
tpoMeTamuH) (ot 90,0 nmo 1100 % or
3asiBIEHHOTO KOJIMYECTBA) B TAONETKE.
13 Butylhydroxyanisole 0.0934 mg/tab / Not less than 0.042 mg/tab. /
content / Copep:xxkanne 0.0934 mr B TabneTke He menee 0,042 mr B Tabnerke.
Oy THJITMAPOKCHAHHU30JIA

Remarks : The Product confirms to ND/
IIpumeuanue: [TpomykT cooTBeTCTBYET TpeboBanusm HJI

Conclusion : APPROVED /
3akmouenue: OMOBPEHO

Prepared by /

TToarorosneno: Pravesh -

Checked by /

[Tposepeno: Pardeep

Checked by (AQA) /
ITpoeepeno (AOK):

Approved by: Quality Assurance/Authorized person /
Onobpeno: Obecneuenue kayecTsa/OTBETCTBEHHOE

Rana z Kumar Amit Kumar JIMLO:

QL"‘-' I/\’/' - 7
[Date / Date / Date / Date / 0929008~
Hara; 29.12.2025 Hara: 29.12.2025 Harta: 29.12.2025 Hara:

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 49C0 2900, Fax: +91 40 49C0 23999, Email: mail@drraddys.com
CIN: LR5195AP1984PLC0O04507

www.drreddys.com




Dr.Reddy’s ‘_‘.

Dr. Reddy's Laboratories itd.
Formuiation Unit-6

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

CERTIFICATE OF ANALYSIS . 1 ag1g6 56001.00

CEPTUPUKAT AHAJU3A www.drreddys.com

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 ;Ifg ]
ITpoaykT: Keropoa® Jxenpece (keroposiak) Tabierkn, AucnepriapyemMbie B moJ1ocTn pra, 10 mr ]
Market / Poinox :Russia / Poccus B - |
Batch No / _ Batch Quantity / ~36,00,000 tab /

Cepus Ne j 2B O6beM cepHH " 36,00,000 Tab

Analytical Repo:‘t No / . 040003242563 Date of Analysis / . 99.12.2025

AHanuTH4ecKHi oTuyeT No JlaTa aHaauza

Date of Manufacture / - 12/2025 Date of Expiry / . 112027

Jarta npou3BoacTea I'ogen mo

Mifg. License No. / T —

IIpousBoacrBeHHan : MNB/05/263 ) ;. JIII-Ne(004669)-(PT-RU)

Homep PY

JHIeH3ust Ne

Analysis performed according ND: / Ananu3 nposexen no HJI: JITI-Ne(004669)-(PI'-RU)-190224

PIL version approved: / UncTpykuus yreepxkaena: 21.04.2025

Page9of 11/ Crp.9 n311

OnucaHne yNnakoBKH

1;.:) Test / [TokazaTesn Results / Pe3yabTaThbl Specification / Hopma
14 Package description / 10 tablets in a blister of | 10 tablets in a blister of (PA/AL/PE with

(PA/AL/PE with
desiccant/HDPE) foil // (PE/AL)
foil. 2 blisters with patient
information leaflet in a carton
pack. / Tlo 10 Tabnerox B
6nucrepe u3z (ITA/AJI/IID ¢
prnaronornorurenem/I[13BIT)
¢donsru // (I13/AJ1) ¢onbru. o
2 GnucTepa BMecTe C JIMCTKOM-
BKJIa/IbILIIEM B nauky
KapTOHHYIO.

desiccant/HDPE) foil // (PE/AL) foil. 1 or 2
blisters with patient information leaflet in a
carton pack. / ITo 10 Tabnetok B OnucTtepe u3
(IIA/AJVTTD ¢ Bnaronornotuteniem/I[TIBII)
tdoneru // (I13/AJT) doneru. Ilo 1 wmnm 2
onucTepa BMecTe C JIHCTKOM-BKIaiblilieM B
Nayky 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.
* Jlpu BbINycKe 1eKapCTBeHHOro NMpenapara KOHTPOJb KayecTsa Mo nokasarenio «Mukpobuoaoruyeckas
YUCTOTA» MPOBOAUTCS AJs1 Kaxaoii 20-0ii cepun, Hau NJis OAHOI CepUH B rojl, B 3aBHCHUMOCTH OT TOT0, YTO
HACTYNIHT palILLIC.

Remarks : The Product confirms to ND/
[Ipumeuanue: IIpoaykt cooTBeTCTBYET TpeboBaHusaM HJT

Conclusion : APPROVED /
3akmoyenne: OJJOBPEHO

Prepared by /

Rana

Checked by /

Kumar

b

t/ il

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

[Toarortosneno: Pravesh ,- ||[Iposepeno: Pardeep |[[Tposepero (AOK): |[OnoGperno: Obecneuenne kauectsa/OTBETCTBEHHOE
/ Amit Kumar BTTTIGH
p

A

Date /
Hata: 29.12.2025

Date /
Hara: 29.12.2025

Date / Date /
Jlara: 29.12.2025 Hara:

29-/2.-242¢

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

CIN: LR5195AP1984PLC0O04507
www.drreddys.com



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

Dr. Reddy,S ‘_.. Vill. Khol, Nalagarh Road, Baddi,

Distt. Solan, H.P.,, 173 205, INDIA
CERTIFICATE OF ANALYSIS -, ..51 33166 56001-02

CEPTUOUKAT AHAJIU3A . drreddys.com

'Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
IIpoaykr: Keropon® Jkcnpece (keTopoak) TabaeTKH, AMCNEprupyemMbie B M0JI0CTH pra, 10 Mr ]
Market / Poinok ‘Russia / Poccust ]
Batch No / ) Batch Quantity / ~36,00,000 tab /
Cepust Ne F et O0bem cepuu " 36,00,000 Tab
Analytical Repovrt No/ . 040003242563 Date of Analysis / . 90.12.2025
AHanuTHYecKHi oTueT Ne JaTta anann3a
Date of Manufacture / - 12/2025 Date of Expiry / . 11/2027
JlaTa npoM3BoAcTBa TI'ogen oo
Mfg. License No. / MA number: /
IIpounspoacreBennas : MNB/05/263 ) : JITI-Ne(004669)-(PT-RU)
Homep PY
Jruenzus Ne
Analysis performed according ND: / Anasu3 nposegen mo HJI: JITI-Ne(004669)-(PT'-RU)-190224

[ PIL version approved: / MucTpykuus yrBepxxkaena: 21.04.2025

Page 10 of 11/ Crp. 10 m3 11

| API name / Haumenosanne ADC: Ketorolac tromethamine / Keroponaka TpomeraMuH
INN / MHH: - Ketorolac / Keroponak
API manufacturer batch number / ABSHO001605
Homep cepun npounspoaures APC:
FP Manufacturer API Batch number /
Homep cepuu cy0cTaHHH IPOH3BOXHTEIN FESA00218
Jid:
API Manufactured by & country / Dr. Reddy's Laboratories Ltd., India /
IIpon3eoguTtens A®C, crpana: H-p Pennu'c Jlabopatopuc JItn., Uaaus
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) /
HaunMenoBaHHe, anpec, JHIEH3HS JJIS J-p Peanu’c Jlaboparopuc JIita., Huaus, [IpoussoacteenHoe
IIponsBoacTBennas miomanka / Ilnomanka nogpaspeneHue-6, But. Kxons, Hanarapx Poya, bamnu, ductpukr
KOHTpOoJas KayecTBa / Ilnomwaaka BelnycKa Conan, X.I1., 173205, Uunus (nuuensus 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 /
IIpumeuyanue: IIpoayKT cooTBeTCTBYET TpeboBaHmAM H]| 3aknwouenue: OJJOBPEHO
Prepared by / Checked by / Checked by (AQA) / ||Approved by: Quality Assurance/Authorized person /
IToarotosnexo: Pravesh [TpoBepeno: Pardeep  [|IIpoeepero (AOK): ||Omobpeno: Obecneuenue kauecTsa/OTBETCTBEHHOE
Rana / Kumar Amit Kumar JIMLO: }gj
1 4
Date / Date / Date / Date / 2292024
Hara: 29.12.2025 Hara: 29.12.2025 Hara: 29.12.2025 JHara:

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@drraddys.com
CIN: LR5195AP1984PLC004507
www.drreddys.com




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

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDiA
Tel : +91 28166 56001-C2

www.drreddys.com

. @S
Dr.Reddy’s Qe
CERTIFICATE OF ANALYSIS
CEPTUHOUKAT AHAJIN3A

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Hponykr: Keropon® Ikenpece (keropoak) TabieTKH, AHCHEPTHpPYEMbIE B MOJOCTH pTa, 10 Mr

Market / Poinok :Russia / Poccus

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

Cepus Ne v Vaalados O6BeM cepuH " 36,00,000 Tabd

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

AHaauTHYecKHi oTyeT No JlaTa anaiau3a

Date of Manufacture / - 12/2025 Date of Expiry / . 112027

JaTa npou3BoacTsa I'ogen 10

Mfg. License No. / MA number: /

ITpouszBoacTeenHnas - MNB/05/263 ) : JITI-Ne(004669)-(PT-RU)
Homep PY

JHneH3usa Ne

Analysis performed according ND: / Auanus nposenen mo H/I: JITI-Ne(004669)-(PT-RU)-190224

PIL version approved: / Mncrpyknus yreepxkaena: 21.04.2025

Page 11 of 11/ Ctp. 11 m3 11
3aki04eHHe 0 cooTBeTcTBHH: «HacCTOAIMM s MMOATBEPKAA0, YTO TPUBE/ICHHAS BbIIIe UHPOPMAIUS ABIACTCS
JIOCTOBEPHOH M TOYHOH. OJTa cepus NPONYKIMHU IpOU3BeAeHa (BKIIOYAs YHMaKOBKY (MapKMpOBKY) U KOHTPOJIb
Ka4eCTBa) Ha BBIIIECYKAa3aHHOH IIPOM3BOJCTBEHHOH IUIOIaAKe (IUIOIIAAKaX) B IOJHOM COOTBETCTBUH C
TpeboBaHusMH lpaBmil HajuieXxamied NMPOU3BOACTBEHHOM NMpakTHKH EBpasuiickoro 5KOHOMHYECKOI'O COM03a H
TpebOBaHMSAMH KOHTPOJI KadecTBa JIEKapPCTBEHHBIX CPE/CTB, @ TAKXE B COOTBETCTBHH CO CHELU(HKAIIMSIMH,
COZIEP)KAIUMUCS B PETHCTPAIIMOHHOM JI0Che CTPaHbI-UMIIOpTepa. 3alluCH 110 IPOU3BOACTBY, YIIAKOBKE U aHATH3Y
IIPOBEPEHEI, H YCTAHOBIIEHO MX COOTBETCTBHE TpeboBaHusM [IpaBun Haanexameid npou3BOACTBEHHOM NPAKTHKH
EBpa3uiickoro 3KOHOMHYECKOTO COFO3a».

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
[Ipumeyanne: IlpoaykT cooTBeTcTBYET TpeboBanusam HJL 3axknarwuenne: OJJOBPEHO
Prepared by / Checked by / Checked by (AQA) / ||Approved by: Quality Assurance/Authorized person /
[onrorosneno: Pravesh . |[[Iposepeno: Pardeep [|TIposepeno (AOK): ||Ono6peno: Obecneyenue kauectBa/OTBETCTBEHHOE
Rana Kumar Amit Kumar NHLO: ;{j
. A
ci/ / N ad
= -

Date / Date / Date / Date / NG~12=28s¢~
Hara: 29.12.2025 Hara; 29.12.2025 IHara; 29,12.2025 Hara:

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tei: +91 40 4900 2900, Fax: +91 40 4900 2399, Email: mail@drraddys.com
CIN: LR5195AP1984PLC004507

www.drreddys.com




