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

vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
Tzl 1 491 98166 56001-02
ww.drreddys.com

. @
Dr.Reddy’s Qe
CERTIFICATE OF ANALYSIS
CEPTHG®HEKAT AHAJIM3A

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
IMpoayxr: Keropoa™ Ixcnpece (keropoiak) Tabinerku, AncnepruopyemMsie B MOJ0CTH pTa 10 mr
Market / PoiHok :Russia / Poccus

Batch No / - V2502466 Batch Quantity / . 36,00,000 tab /

Cepusn Ne ' O0Bem cepun © 36,00,000 Tab

Analytical Repourt No/ - 040003238412 Date of Analysis / . 29.12.2025

AHajnuTRYecKHH oTueT Ne Jara anannza

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

JlaTa npou3BojcTBa I"osen 1o

Mfg. License No. / MA number: /

IIpon3BoacTeenHasi - MNB/05/263 r JITI-Ne(004669)-(PT-RU)
Homep PY

Januen3us Ne

Analysis performed according ND: / Auasius nposegen mo H/I: JITI-Ne(004669)-(PI'-RU)-190224
PIL version approved: / Mucrpysnns yreepasiena: 21.04.2025

Page1o0f11/Crp.1 u311

I 1;':) Test / ITokasaTens Results / PesyapTaThl Specification / Hopma
1 Description / Onucanue Light yellow round flat beveled Light yellow round flat beveled tablets with "|"

tablets with "[" debossed on one
side. / Kpyribie ninockue
Tabnerku c $hackoi, cBeTIIO-

debossed on one side. / Kpyrmbele mockue
TabneTkd ¢ (ackoi, CBETJO-KEITOro LBETa C
rpaBUPOBKOIL «I» Ha OJHOH CTOPOHE.

KEJTOro UBETAa C IPAaBUPOBKOM
«l» Ha oIHOM CTOpOHE.

[ 28]

Idcntification / Haeni nmrauus

UV spectra of the test solution and ketorolac
tromethamine standard solution should have I
peaks at the same wavelength (+ 2 nm). / V- i
COEKTPBl NOTJIOLIEHUs UCTILITYEMOrO pacTBOpa U W
pacTBopa cTaHzapTHOro obpasua KeTopojaka
TpOMEeTaMMHA JODKHBI MMETh MaKCHUMYMBI NpPU
OJHOM W TOH ke JTHHE BOJHLI (£ 2 HM).

Ketorolac / Kemoponar

Complies / CooTBETCTBYET

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

IIpumeuanue: [Ipoaykt cootBeTcTBYET Tpeboanusm HJT 3axkmouenune: OJJOBPEHO

Prepared by / Checked by / Checked by (AQA) / |[Approved by: Quality Assurance/Authorized person /
[Moarorosneno: Pravesh [Mposepeno: Pardeep  ||[Tposepeno (AOK): ||Ono6peno: Obecneuenne kadecTsa/OTBETCTBEHHOE
Rana / Kumar , Amit Kumar _ TTHLO: Q“D

Date / Date / Date / Date / W

Jlara: 29.12.2025 Mara: 29122025 ||Mara: 29.12.2025  ||Tara: (2/9 120

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@drreddys.com
CIN: L85195AP1984PLC004507
www.drreddys.com



Dr.Reddy’s “:‘.

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

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

CERTIFICATE OF ANALYSIS .. .91 98166 56001-02
CEPTUDPUKAT AHAJIM3A vy drreddys.coim
'Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Mpoayxr: Keropoan® Sxenpece (keroponax) rabierku, ANCHEprupyemsle B 10J0CTH pTa, 10 Mr
Market / PoiHoK :Russia / Poccus
Batch No / ) Batch Quantity / ~36,00,000 tab /
Cepus Ne ik adishd O0beM cepHH " 36,00,000 Tab
Analytical Repovrt No/ - 040003238412 Date of Analysis / . 99.12.2025
AHanuTHYeCKHH oTyeT No Jara anaanza
Date of Manufacture / - 12/2025 Date of Expiry / - 11/2027
JlaTa npon3BoAcTBa T'open go
Mfg. License No. / MA number: /
IIpousBoacTBenHas : MNB/05/263 ) . JITII-Ne(004669)-(PI'-RU)
Homep PY
JUieH3ns Ne
Analysis performed according ND: / Ananau3 nposegen mo H/{: JIII-Ne(004669)-(PT-RU)-190224
PIL version approved: / MucTpykuus yrBepxiaesa: 21.04.2025

Page2of 11/ Crp.2 n311

l No
Ne

Test / [ToxazaTean

Results / Pe3yabpTaThl

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).
/ Bpemsi ygmepXHBaHHMA OCHOBHOTO NHKa Ha

XpoMarorpaMme  HCMBITYEMOTrO0  pacTBopa
TOSDKHO COOTBETCTBOBATh BPEMEHH
yOepPKHUBaHHSA OCHOBIIOTO THKA ua
XpoMmarorpamMme  pacTBopa  CTa@HIapTHOTO

obpa3zlla KeToponaka TpOMeTaMUHa (pazmen
«KonnuuecTBeHHOE OTIpENIEIEHHER).

Remarks : The Product confirms to ND/
Ilpumeuanue: [Iponykt cooTBeTcTBYeT TpeboBanusam HJJ

Conclusion : APPROVED /
3axmioyenne: OJOBPEHO

Prepared by /
IToarorosneno: Pravesh

Checked by /
ITpoeepeno: Pardeep

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

Approved by: Quality Assurance/Authorized person /
Ono6peno: Obecnedenue kauecTpa/OTBETCTBEHHOE

Rana / Kumar Amit Kumar A JTHLLO: (7 a 0~D
Date / Date / Date / Date /
Tara: 29.12.2025 Tlara: 29.12.2025 Jlata: 29.12.2025  ||mara: 191202

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: L85195AP1984PLC004507

www.drreddys.com
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Dr.Reddy’s ‘,‘.‘

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

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

CERTIFICATE OF ANALYSIS .. /9, 08166 56001.02

CEPTUPHUKAT AHAJIM3A .,y drreddys.com

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

Ipoaykr: Keropon® 3xenpece (keroposak) Ta6aeTKH, {HCNeprapyemMble B NoJI0CTH pra, 10 mr .
Market / Poinok :Russia / Poccus

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

Cepusn Ne s V2502406 O6beM cepun © 36,00,000 Tab
Analytical Repovrt No / . 040003238412 Date of Analysis / . 99.12.2025
Anajuradecknii oruer Ne JaTa ananusa

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

JlaTta npou3BoacTBa I'onen 1o

Mifg. License No. / L T —

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

Homep PY

JMueH3us Ne

Analysis performed according ND: / Ananus npoeeaen mo H/: JIII-Ne(004669)-(PT'-RU)-190224

PIL version approved: / Mucrpyknns yrsepsaena: 21.04.2025

Page30of 11/ Crp.3 m3 11

No ]
Ne

Test / IToka3zaTennb

Results / Pe3yabTaThl Specification / Hopma

Butylhydroxyanisole /
Bymunzudpoxcuanuzon

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 yIepKUBaHUs NUKOB 2-
6yTUNrHIpOKCHaHU30J1a U 3-
OyTHITMIPOKCHAHH30a HAa  XpOMaTrorpamme
MCIILITYEMOTO pacTBOpa JIOJKHBI
COOTBETCTBOBaTb  BpPEMEHaM  YAEPKMBaHUS
MUKOB  2-OyTWITMApOKCHaHu3ona W 3-
OYTWITHAPOKCHAHM30Jla HAa XpOoMarorpamme
pacTBOpa CTaHIapTHOTO obpasua
Gyrunruapokcuanuzona (pasgen «CopepxaHue
OYTHITHAPOKCHAHU3OTIAY).

Complies / CooTBETCTBYET

Remarks : The f’roduct confirms to ND/

Conclusion : APPROVED /

[Ipumeuanne: I[IpoaykT cooTBeTcTBYET TpeboBanuam HJI 3aknwuenne: OJOBPEHO

Prepared by / Checked by / Checked by (AQA) / ||Approved by: Quality Assurance/Authorized person /
[TonrorosneHo: Pravesh [Mposepeno: Pardeep  ||[Tpoeepeno (AOK): [|Onobpeno: ObecnedeHne Ka‘{eﬁTBa/OTBCTC‘I'BE‘HHOC
Rana

i

Amit Kumar r JIMILIO: y o \0\,/

{\/”/ Ny oY

Date /
Jlata: 29.12.2025

Date /
Hara: 29.12.2025

Date / Date /

Tlara: 20122025 ||Mara: Y L 205

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: L85195AP1984PLC004507
www.drreddys.com



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

Dr. ReddY’S ‘.. Vill. Khol, Nalagarh Road, Baddi,

Distt. Solan, H.P., 173 205, INDIA
CERTIFICATE OF ANALYSIS ... .4 9gi6656001-02
CEPTHO®HUKAT AHAJIM3A

vaww.drreddys.com

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykr: Keropon® Ikenpece (keTopoak) TabaeTkH, AMCIEprupyeMble B OJIOCTH pTa, 10 M o o

Market / Prinok :Russia / Poccus

Batch No / ) Batch Quantity / ~36,00,000 tab /
Cepus Ne = ¥50206 O0nem cepun © 36,00,000 Tab
Analytical Repovrt No/ - 040003238412 Date of Analysis / - 29.12.2025
AHamuTHYecKHH oTueT No JlaTa ananuza
Date of Manufacture / - 12/2025 Date of Expiry / - 11/2027
JlaTa npou3BoacCTBa T'omen no
Mfg. License No. / MA number: /
IIpoussoacreennan . MNB/05/263 b : JIII-Ne(004669)-(PT-RU)
Homep PY
JIHLeH3us Ne

Analysis performed according ND: / Anaaus nposenen mo HJ/I: JITI-Ne(004669)-(PT-RU)-190224
PIL version approved: / Mucrpykuus yrBep:xkaena: 21.04.2025

Page4of 11/ Crp. 4 m3 11

i.oo Test / IToka3aTeab Results / PesyabTaTnl Specification / Hopma
3 Average weight / Cpeauss 70.8 mg / 70.8 Mr 67.2mg to 72.8mg (70.0mg = 4.0%). /
mMacca Ot 67,2 mr go 72,8 mr (70,0 mr + 4,0 %).
18/20 tablets - not more than =+ 10 %;
i T—— 2/20 tablets - not more than =+ 20%. /
P —— H);o welg Complies / CooTBeTCTBYET 18/20 Tabnetox — He Oonee =+ 10 %;
ARREEEDET ekl 2/20 Ttabnerok — He 6onee + 20 %.
4 Disintegration time / 00 min 25 sec / 00 MuH 25 ¢CK Not more than 3 min. / He Gonee 3 MuH.
Pacnapaemocthb
5 Dissolution / PacTBopenue Unit-1 / Tabn-1 95 % Not less than 75 % (Q) of CisH13NO3°C4H,; 1 NO; “‘
. (ketorolac tromethamine) in 15 min. / He meHee
- - 0
Unit-2 / Tabr-2 9% | 759 (Q) CisHi3NOsCsH;NO; (ketoponaka
Unit-3 / Ta6-3 98 % TpOMETaMHH) 4Yepe3 15 MuH.
Unit-4 / Tabn-4 98 %
Unit-5 / Tabn-5 99 %
Unit-6 / Tabn-6 100 %

Remarks : The Product confirms to ND/
IMpumeuanne: ITpoaykT cootBeTcTBYET TpeboBanusm HJI

Conclusion : APPROVED /
3axknwuenue: OJJIOBPEHO

Prepared by / ||Checked by / Checked by (AQA) / ||Approved by: Quality Assurance/Authorized person /
Iloarorosneno: Pravesh IMpoeepeno: Pardeep  |[|TTposepeno (AOK): [|Onobpeno: O6ecneuerue kauecTBa/OTBETCTBEHHOE
Rana v Kumar Amit Kumar JIULIO:; //%ﬂ \ [LD
. ( o \(
,/ du [T K5 ()
Date / Date / Date / . Date / AT
Tara: 29.12.2025 Tara: 29.12.2025 Jlata: 29.12.2025  ||Mara: N h—\2L—2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hydeiabad - 500034, Telangana, India
Tei: 491 40 49C0 2900, Fax: +91 40 4900 2999, Email: mail@drraddys.com
CIN: L85195AP1984PLC0O04507
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
Tel 1 +91 98166 56001-02

CEPTUOHKAT AHAJIU3A

www . drreddys.com

Product : Ketorol Express (ketorolac) drally Disintegrating Tablets 10 mg
ITpoaykr: Keropon® Dkenpece (keToposiak) Ta6/ieTKH, AHCIEPrHPY€eMbIe B OJIOCTH pTa, 10 Mr

Market / Poinox :Russia / Poccus

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

Cepusi Ne i V2302460 O0beM cepuu © 36,00,000 Tab

Analytical Repo:’t No/ - 040003238412 Date of Analysis / . 99.12.2025

AHanuTH4yecknii oTyet Ne JlaTa anaausa

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

JaTa npoM3BoaCTBA T'open o

Mfg. License No. / MA number: /

IIpon3BoacTBEHHAR : MNB/05/263 " : . JITI-Ne(004669)-(PI'-RU)
Homep PY

JHIen3usa Ne

Analysis performed according ND: / Auanu3s nposeaen no HJI: JITI-Ne(004669)-(PI'-RU)-190224
PIL version approved: / Mucrpykuus yreepxaena: 21.04.2025

Page 5of 11/ Cyp.Sm3 11

NN? Test / IToka3saTesnb Results / Pe3ynbTaThbl Specification / Hopma
6 Particle size distribution / Complies / CooTBETCTBYET A uniform suspension passing through a 710 pm
JucnepcHocTh sieve is formed. / O6pasyercs oaHopoaHas
CyCNleH3Ms, NpoXojsdlias CKBO3E CHTO C
pasMepom oTBepcTHii 710 MKM.
7 Impurities / [Ipumecu

1-hydroxy analog of
ketorolac: /
I-runpoxcuaHanor

Below LOQ (LOQ = 0.0032 %)

KOJIMYECTBEHHOIO ONPEAECTIEHUA

/ Huxe npenena

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

KeTopoiaka (ITKO = 0.0032 %)
1-keto analog of ketorolac / 0.03 % not more than 0.8 %; / ue 6ounee 0,8 %,;
1-keToaHanor Kketoponaka
| unidentified impurity / 0.03 % not more than 0.5 %; / "He Gonee 0,5 %;
eNMHHYHAsL
HEeUACHTUDHULIMPOBaHHAS
ApHMech
total impurities / 0.1 % not more than 1.0 %. / He 6onee 1,0 %.
cyMMa IpuMecei
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
INpumeyanne: [IpoaykT cooTBeTcTBYeT TpeboBanuaM HJJ 3armwsenne: OJJOBPEHO
Prepared by / Checked by / Checked by (AQA) / ||Approved by: Quality Assurance/Authorized person /
IMoaroroesneno: Pravesh I[TposepeHo: Pardeep ||[IpoBepeno (AOK): [|OnoGpeno: Obecneuenne kauectBa/OTBETCTBEHROE
Rana , / Kumar Amit Kumar NTHLO: o }QD
. {\ -— ) y
/A PRI e N
Date / Date / Date / Date /
Hara: 29.12.2025 Hata: 29.12.2025 Hata: 29.12.2025 Hara: /Lg 12120 2

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@drreddys.com
CIN: L85195AP1984PLC0O04507

www.drreddys.com




Dr.Reddy’s ‘,‘.

CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories Ltd.

Formutation Unit-56

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

CEPTHPUKAT AHAJIM3A

vaww.drreddys.com

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

TIpoaykt: Keropon® Dkcnpece (keToposiak) Ta6JieTKH, IHCIEPrUpyeMble B MOJIOCTH pTa, 10 mr
Market / Poinox :Russia / Poccus

Batch No / . Batch Quantity / ~36,00,000 tab /
Cepust No ¥ 23PA60 O6beM cepuu © 36,00,000 Tab
Analytical Repovrt No/ - 040003238412 Date of Analysis / . 99.12.2025
AHaguTHYeckuii oTyeT Ne NaTta aHaninza

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

Jara npou3BoicTBa T'onen no

Mifg. License No. / 1 T ——

I poussoacTBenHas : MNB/05/263 umoer: - JIII-Ne(004669)-(PT-RU)

Homep PY

JHNeH3us Ne

Analysis performed according ND: / Anann3 nposeaen no HJ/I: JII-Ne(004669)-(PT-RU)-190224

PIL version approved: / MucTpyknus yrsepxaena: 21.04.2025

Page 6 of 11/ Cup. 6 m3 11

I}oo Test / IlokasaTennb Results / Pe3yabTaThl Specification / Hopma
8 Water content / 2.1% Not more than 7.0 %. /
CopaepxaHie BOAbI He 6onee 7,0 %.
9 Residual solvents / OcTaTouHble OpraHMyecKue pacTBOpUTENH
Isopropyl alcohol / 6 pg/tab / Not more than 350 pg/tab. /
H3zonponanon 6 MKT B TabyieTke He 6onee 350 MKT B TabeTKe.
[

Remarks : The Product confirms to ND/

Ilpimeuanne: [TponykT cooTBeTCTBYET TpeboBaHusiM HJI

Conclusion : APPROVED /
3armwouenue: OJJOBPEHO

Prepared by /

[Moarorosneno: Pravesh

Checked by /
[posepeno: Pardeep

Checked by (AQA) /
[Tposepeno (AOK):

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

Rana ‘ Kumar Amit Kumar A JINLO: o WD
’ = | [ (&7
Date / Date / Date / Date /
Tara: 29.12.2025 Jlara: 29.12.2025 Jlata: 20.12.2025  |[flara: 29 —\2- ~ 12 =8

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 Ltd.

Formulation Unit-6

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

CEPTUOUKAT AHAJIM3A

www.drreddys.com

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

IIpoaykr: Keropoa® Jxcnpece (keToposak) Tabserku, AHcepripyeMble B M0JIOCTH pra, 10 mr -

Market / Poinok N :Russia / Poccust

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

Cepusa Ne  VESOA4G6 O6bem cepuH " 36,00,000 Tab

Analytical Repo‘}‘t No/ - 040003238412 Date of Analysis / . 29.12.2025

AHanuTH4YecKHiH oT4eT No JlaTa aHaIH3A

Date of Manufacture / - 12/2025 Date of Expiry / - 1172027

HaTa npou3BoacTBa I'onen a0

Mfg. License No. / MA bt /

IIpou3BoACTBeHHAS - MNB/05/263 R . JITI-Ne(004669)-(PT-RU)
Homep PY

JuneH3znsa Ne

Analysis performed according ND: / Ananus nposeaen mo HJI: JIII-Ne(004669)-(PI'-RU)-190224

PIL version approved: / HucTpykuns yreep:xaena: 21.04.2025

Page 70f11/Crp. 7 n3 11

i.oo Test / ITokazaTennb Results / PesynabTaThl Specification / Hopma
10 Microbiological purity*/ Mukpo6uosoruueckasi yncrora*
Total Aerobic Microbial NA not more than 103 CFU/g; /
Count / obuiee urcno He 6onee 10° KOE/T;
a3pOOHBIX MUKDPO-
OpraHM3MOB
Total Combined Yeast and NA not more than 10> CFU/g; /
mold count / 06wee uucIo He 6onee 10? KOE/T;
JPOXOKEBBIX U TUIECHEBBIX
rpubos
Escherichia Coli NA shell be absent in 1 gram. /
orcyrcTBUe B 1 T
11 Uniformity of dosage units / 5.3 Acceptance value (4V) not more than 15.0
OaHopoaHOCTh IMTokazarens npuemnemMoct (4¥) momxeH ObITh
JO3UPOBAHHbIX eMHHUL He 6onee 15,0.
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
IIpumeuanmue: IlpoaykT coorBeTcTBYET TpeboBanusam HJT 3akmouenne: OJOBPEHO
Prepared by / Checked by / Checked by (AQA) / ||Approved by: Quality Assurance/Authorized person /
[ToarotosneHo: Pravesh [Mpoeepeno: Pardeep  ||[Ipoepeno (AOK): [|OnobpeHo: ObecneueHue kauecTBa/OTBETCTBEHHOE
Rana / Kumar Amit Kumar JIULO: ’ w
1IN N e
Date / Date / Date / ‘ Date / o
Tata: 29.12.2025 Tata: 29.12.2025 Nata: 29.12.2025  ||/Tara: AAAL-2018

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@drreddys.com

CIN: L85195AP1984PLC0O04507
www.drreddys.com




Dr.Reddy’s €

CERTIFICATE OF ANALYSIS

Dr. Reddy's Labcratories iLtd.

Formuiation Unit-6

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

CEPTHO®UKAT AHAJIU3A

www.drreddys.com

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

IIpoaykT: Keropon® Jxcnpece (keroposiak) TaGieTky, JHCHEPrHPYeMble B 1010¢TH pTa, 10 Mr

Market / Peinox :Russia / Poccus - |

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

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

Analytical Repourt No/ . 040003238412 Date of Analysis / . 29.12.2025

AHanuTH4YeCKHIH oTueT No JlaTa anaamsa

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

lata npoM3BoacTBa Toxen xo

Mfg. License No. / MA. ber: /

IIpou3BoacTBeHHAs : MNB/05/263 B . JII-Ne(004669)-(PT-RU)
Homep PY

Junen3usa Ne

Analysis performed according ND: / Anamms nposenen no H/I: JITI-Ne(004669)-(PT-RU)-190224
PIL version approved: / Hucrpyxnus yreepxaena: 21.04.2025

Page 8 of 11/ C71p.8 m3 11

i.:) | Test / [lokasaTennb I Results / PesynbTaTsl Specification / Hopma
12 Assay / KoanuyecTBeHHOe 10.1 mg/ 10.1 mr From 9.0 mg to 11.0 mg of
onpefesieHHe (101.5 %) CisHi3NO3*C4H1NO3 (ketorolac tromethamine)
(from 90.0 to 110.0 % of the label claim) per
tablet. / Or 9,0 Mr J0 11,0 Mr
CisH13sNO3*C4H [ 1NO3 (KCTOpOJ'[aKa
TpometamuH) (ot 90,0 mo 110,0 % ot
3agBJIEHHOTO KOJNIMYECTBa) B TabieTke.
13 Butylhydroxyanisole 0.0953 mg/tab / Not less than 0.042 mg/tab. /
content / Copcpxanue 0.0953 mr B TabncTke He mcHee 0,042 mr B TabrneTke.
Oy THIrHAPOKCHAHH30/1A

Remarks : The Product confirms to ND/

ITpumeuanue: ITpoaykT cooTBeTCTBYET TpebopaHusm HJI

Conclusion : APPROVED /
3aknwuenune: OJJOBPEHO

Prepared by / Checked by / Checked by (AQA) / ||Approved by: Quality Assurance/Authorized person /
Hoxroroenero: Pravesh , |l[Tposepeno: Pardeep  |[[Mpopepeno (AOK): |[|OnoGpeno: Obecneuenue kauecTsa/OTBETCTBEHHOE
Rana Kumar Amit Kumar  \ JIHLO:

/A I (20>
Date / Date / Date / Date / )
Tara: 29.12.2025 Tara: 29.12.2025 Ilata: 29.12.2025  ||/dara: (A 324

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tei: +91 40 49C0 2900, Fax: +91 40 49C0 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLCO04507

www.drreddys.com
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CERTIFICATE OF ANALYSIS

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

Vill. Khol,

Nalagarh Road, Baddi,

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

Tel : +91

CEPTH®UKAT AHAJIU3A

98166 56001-02

www.drreddys.com

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Tpopyxr: Keropon™ Fxenpece (keropoak) TabieTki, JnCHeprupyemMble B OJOCTH pTa, 10 mr

Market / Poinok :Russia / Poccus

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

Cepug Ne  Wasliedn O6BeM cepuu " 36,00,000 Tab

Analytical Repovrt No/ - 040003238412 Date of Analysis / . 99.12.2025

AHanuTHYeCKHH oTyeT No JlaTa aHaaHn3a

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

Jarta npou3BoacTBa I'oaen mo

Mfg. License No. / MA number: /

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

JuueH3us Ne

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

Page9of 11/ Crp. 9 m3 11

desiccant/HDPE) foil // (PE/AL)
foil. 2 blisters with patient
information leaflet in a carton
pack. / Ilo 10 tabnerok B
6muctepe w3z (IIA/AJVIID ¢
Bnaronorioruresem/[13BIT)
¢onsry // (II9/AJ1) donsru. Ilo
2 Oumcrepa BMECTE C JTHCTKOM-
BKJa/IBIIIIEM B nayky
KapTOHHYIO.

1;:: Test / [TokazaTenn Results / PesyabTaThl Specification / Hopma
14 Package description / 10 tablets in a blister of | 10 tablets in a blister of (PA/AL/PE with
Onucanmne ynaKkoBKH (PA/AL/PE with | desiccant/HDPE) foil // (PE/AL) foil. 1 or 2

blisters with patient information leaflet in a

carton pack.
(TTA/AJI/TID
donbru //

bauctepa B
MayKy KapTo

/ Tlo 10 tabnerok B OnucTepe u3

¢ BnaromnoriotuteneM/I[I13BIT)
(II3/AJT) ¢oneru. Mo 1 wuau 2
MeCTe C JIHCTKOM-BKJIfbIIEM B

HHYIO.

* 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.
* IIpu BBINYCKE JeKapCTBEHHOr0 NPenapaTa KOHTPOIb KauecTBa Mo nokasaTento «MHuKpo6Honornyeckast
YHCTOTa» NPOBOANTCA ANA Kaxaoi 20-o0ii cepuu, HJIM AJs1 OAHOI CepUH B roji, B 3aBUCHMOCTH OT TOr0, YTO
HaCTYMHT paHblile.

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
IIpumeuanue: [IponykT cooTBeTcTBYET TpeboBaHusam H]T 3axaouenue: OJJOBPEHO
Prepared by / Checked by / Checked by (AQA) / ||Approved by: Quality Assurance/Authorized person /
Ioarorosneno: Pravesh »  [|[ITposepeno: Pardeep  ||[1posepeno (AOK): ||Omo6peno: O6ecnedenue kauectpa/OTBETCTBEHHOE
Rana / Kumar Amit Kumar . TTHLIO: ﬂu &/OJ)
‘ . /
Z °I”,, J/A\ = ‘ \(Z{\ /
Date / Date / Date / ) Date / e
Jara: 29.12.2025 Tara: 29.12.2025 Ilata: 29.12.2025  ||[ara: n94—1L=20

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: L85195AP1984PLC0O04507
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Dr.Reddy’s Q’:'.

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

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

CERTIFICATE OF ANALYSIS .01 08166 56001.02

CEPTU®UKAT AHAJIA3A |, w.drreddys.com
Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Hpoaykr: Keropoa® Dxenpece (keroposiak) Ta6aeTKH, JucHeprapyemMbie B HOJOCTH pra, 10 Mr B
Market / Poinok :Russia / Poccust
Batch No / _ Batch Quantity / . 36,00,000 tab/
Cepusn Ne ¥V 230EA00 O06beM cepun © 36,00,000 Tab
Analytical Repoft No/ . 040003238412 Date of Analysis / . 29.12.2025
AHanuTHYeCKHH oT4eT Ne Jara anaaunsa ]
Date of Manufacture / - 12/2025 Date of Expiry / . 11/2027
Jara npoH3BoacTBa T'open xo
Mfg. License No. / MA number: /
ITpousBoacTBeHnas : MNB/05/263 ) . JII-Ne(004669)-(PI'-RU)
Homep PY
JIHIeH3us Ne
Analysis performed according ND: / Anann3 nposeaen no HJI: JITI-N2(004669)-(PI'-RU)-190224
PIL version approved: / MucTpykuus yreepxkaena: 21.04.2025

Page 10 of 11/ Crp. 10 m3 11

API name / Haumenosanue ADC:

Ketorolac tromethamine / Ketoposiaka TpoMeTaMHH

INN / MHH:

Ketorolac / Ketoponax

Homep cepuu cyGcTaHIHH NPOH3BOAUTENSA
I'Jid:

API manufacturer batch number / ABSHO001605
Homep cepuun npoussoantens A®PC:
FP Manufacturer API Batch number /

FESA00218

API Manufactured by & country /
IIpoussogutens AP®PC, crpana:

Dr. Reddy's Laboratories Ltd., India /
J-p Pennu'c Jlabopatopuc JIta., Unnous

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

HaumenoBaHue, agpec, JHIEH3HsI LIS
IIpounzBoacTBennas niomaaka / [lnomanka
KOHTpOJIA KavecTBa / Jlnomaaka BpIycKa

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

I-p Pennu’c JlaGoparopuc Jita., Muaus, [IpoussoacreeHHoe
nioapazfenenue-6, Bun. Kxons, Hanarapx Poyn, baqnu, Jducrpukr
Conan, X.I1., 173205, Uuaus (nuuenzus Homep MNB/05/263)

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 establishedy.

Remarks : The Product confirms to ND/
TIpumeyanue: IIpofyKT cOOTBETCTBYET Tpebosanusm HJT

Conclusion : APPROVED /
Zaxawuenne: OJOBPEHO

Checked by /
[Iposepeno: Pardeep

Prepared by /
IMonrorosneno: Pravesh |

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

Omnobpeno: Obecneuenue kauecTsa/OTBETCTEEHHOE

Rana ‘/ Kumar Amit Kumar JTHLO: (27;\ X—OKJ/
Date / Date / Date / J Date /
Tara: 29.12.2025 Tara: 29.12.2025 Tara: 29.12.2025  ||Tara: DAAL—2028

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4500 2900, Fax: +91 40 49C0 2999, Email: mail@drraddys.com
CIN: L85195AP1984PLC004507
www.drreddys.com
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Dr. Reddy's Laboratories Ltd.
Formuiation Unit-6

& o
Dr. Reddy’s ‘7-’ Vill. Khol, Nalagarh Road, Baddi,

Distt. Solan, H.P., 173 205, INDIA
CERTIFICATE OF ANALYSIS . .51 58166 56001.02
CEPTU®UKAT AHAJIM3A  yyuw.drreddys.corm

'Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Hpoaykr: Keropon® Jxcnpece (keTopoJiak) TabJIeTKH, AHCIEPrHpyeMbIe B MOJIOCTH pTa, 10 Mr B —
Market / Prinox ~ :Russia/Poccus
Batch No / ) Batch Quantity / ~36,00,000 tab /
Cepus Ne + Wa02406 O0Bbem cepuu © 36,00,000 Tab
Analytical Repo:‘t No/ - 040003238412 Date of Analysis / - 99.12.2025
AHanuTH4YecKH#H oTUeT No JlaTta ananusza |
Date of Manufacture / - 12/2025 Date of Expiry / - 112027
JaTa npoH3BoacTBa T'ogen mo
Mfg. License No. / MA number: /
IpoussoacTBeHHAN : MNB/05/263 : : JIII-Ne(004669)-(PT-RU)
Homep PY
Junensus Ne
Anmalysis performed according ND: / Ananuz nposegen mo HJ/L: JITI-Ne(004669)-(PT-RU)-190224
PIL version approved: / UucTpykuus yreepxkaena: 21.04.2025

Page 11 of 11/ Crp. 11 m3 11
3akimodenne 0 cooTBeTcTBHM: «HacToAmuM s MOATBEPXKIAl0, YTO NPUBEACHHAS BBHIIIE HHPOPMAIIHUS ABNACTCS
JIOCTOBEPHOH W TOYHOH. DTa cepus MPOAYKIHH IPOU3BeAeHa (BKJIIOYAs YHAKOBKY (MapKHpOBKY) M KOHTPOJIb
KauyecTBa) Ha BBIIEYKa3aHHOW IPOU3BOJACTBEHHOHN miommanke (IWIomagkax) B TOJHOM COOTBETCTBUH C
TpeboBanmsmMu [lIpaBun nHamiexarneit IPOU3BOJACTBEHHOH MpakTHKU EBpasuiickoro 3KOHOMHMYECKOI'O COH03a H
TpeOOBaHUSIMH KOHTPOJIA KadyecTBa JIGKAPCTBEHHBIX CPEICTB, 4 TAK)K€ B COOTBETCTBUH CO CIELH(UKALUSIMH,
COZIEPXKAMUMUCS B PETUCTPAIIMOHHOM JIOChE CTPAHBI-UMIIOpTEPA. 3aIUCH 110 IPOU3BOJICTBY, YIAKOBKE N aHAIN3Y
IIPOBEPEHBI, U YCTAHOBIIEHO UX COOTBETCTBHE TpeOoBaHMAM IIpaBuil Haanmexale:d MPOU3BOJCTBEHHON IIPAKTHKH
EBpa3uiickoro 3KOHOMHUUYECKOTO COO3an.

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
IIpumeuanne: [IpoayKT cooTBeTCTBYET TpeboBanmam HJJ 3axmouenue: OJJOBPEHO
Prepared by / Checked by / Checked by (AQA) / ||[Approved by: Quality Assurance/Authorized person /
[Moarorosneno: Pravesh, Iposepeno: Pardeep  ||[Tpopepeno (AOK): |{Onmobpeno: Obecneuenne I\'Zl'-[BCTB%/OTBeTCTBeHHOC
Rana ' Kumar Amit Kumar JTHIIO: ) ¥ OJ,
/ OL/ A~ & ‘/:2?5/‘ L/ j
4= e :1 N G \ :
Date / Date / Date / Date / =
Hara: 29.12.2025 ||Mara: 29.12.2025 Hata: 29.12.2025 HaTa: LA ~{L~ 18 I
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Tel: +91 40 4900 2900, Fax: +91 40 49C0 2999, Email: mail@drraddys.com
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