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Dr.Reddy’s €3¢

Dr. Reddy’s Laboratories Ltd.
Formulation Unit-6
Vill, Khol, Nalagarh Road, Baddi,

CERTIFICATE OF ANALYSIS Disit. Solan, H.P, 173 205, INDIA
CEPTUO®UKAT AHAJIN3A Tel: +91 98165 55001-02
WWW.AQrredoavs, cort
Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Mpoayxr: Keropoa® Dxenpece (keToposiak) TaduieTkH, AHCHEPrHpyeMble B M0JI0CTH pTa, 10 Mr
Market / Puinok :Russia / Poccus
Batch No / ) Batch Quantity / ~36,00,000 tab /
Cepus Ne S H2G00505 O6beM cepun ©36,00,000 Tab
Analytical Repourt No/ - 040003337345 Date of Analysis / . 76.03.2026
AHanuTH4eckuii oruer Ne Jara ananusza
Date of Manufacture / . 02/2026 Date of Expiry / . 01/2028
Jlara npousBoacTBa T'ogen mo
Mfg. License No. / .
IIponsBogcTBeHHAR : MNB/05/263 MSsnumberg/ : JII-N2(004669)-(PT-RU)
Homep PY
Janen3usa Neo
Analysis performed according ND: / Ananu3 npoenen o HJI: JITI-Ne(004669)-(PT-RU)-190224
PIL version approved: / UncTpykuus yrBep:aena: 21.04.2025

Page1of11/Crp.1u3 11

N . .
.N'(o) Test / [lokazarennb Results / PesynbTaThl 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. / Kpymiele nnockue
side. / Kpyrnele riockue TabJETKU ¢ (ackoi, CBETIIO-KENTOrO LIBETA C
TabneTky ¢ dackoii, cBeTIIO- IpaBUPOBKOH «|» Ha 01HOI cTOpOHE.
MKEJTOro IBETA C PaBUPOBKOA
«l» Ha o;mHOU cTOpOHE.

2 Identification / MUnenTndpuxauus

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®-
CIIEKTPBI MOITIONIEHMS UCHBITYEMOTO PacTBopa u
pacTBopa CTaHIAapTHOro o6paslia KeTopoJiaka
TPOMETAMMHA AOKHBI UMETh MaKCUMYMBI [pH
OIHOM U TO¥ 3x€& JUTHHE BOJHHI (+ 2 HM).

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
ITpumevanue: IIponykt cooTBeTcTBYET Tpebopanusm HJJ 3akmoueHue: OJJIOBPEHO
Prepared by / Checked by / Checked by (AQA) / [|Approved by: Quality Assurance/Authorized person /
[Moarotosneno: Yogesh [Tposepeno:Pravesh [MposepeHo (AOK): |[Onobpeno: Obecneuenne kayecTsa/OTBETCTBERHOE
Chauhan 7 Rana Amit Kumar JIULIO: /7 LOJ
/\ / F 2 ,-/'/.-.

v - .\ \ ;_5
Date / Date / Date / Date / ,
Tlata: 26.03.2026 Jlata: 26032026 ||flara: 26.03.2026  ||Mara: LEDY~2026

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 5000634, Telangana
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L8519BAP 1L984PLCHO4507

www.direddys.com




Dr.Reddy’s ‘&

Dr. Reddy's Laporatories Lid.
Formulation Unit-6
Vill, Khol, Nalagarh Road, Baddi,

CERTIFICATE OF ANALYSIS Distt. Solan, H.P., 173 205, iNDIA
CEPTUPUKAT AHAJIN3A Tel : 491 98165 56001-02
wwwdrredavs. com
Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
IMpoaykr: Keropoa® Jxenpece (keTopoak) Tabuierkn, Aucneprupyembie B H0J0CTH pTa, 10 Mr
Market / Poinox :Russia / Poccust
Batch No / ‘ Batch Quantity / . 36,00,000 tab /
Cepuna Ne HVEB0050S O6bem cepuu " 36,00,000 Tab
Analytical Repovrt No/ - 040003337345 Date of Analysis / - 26.03.2026
AHanmuTHIecKHH oTyeT Ne Jlara ananu3za
Date of Manufacture / - 02/2026 Date of Expiry / - 01/2028
Jarta npounsBoacTBa TI'ogen go
Mfg. License No. / MA number: /
[poussoacTeenHan : MNB/05/263 ) : JII-Ne(004669)-(PT-RU)
Homep PY
JumeHsust Ne
Analysis performed according ND: / Auanus nposeaen no HJI: JIIT-Ne(004669)-(PT-RU)-190224
PIL version approved: / Huerpykuus yreepxaena: 21.04.2025

Page 2 of 11/ Crp. 2 u3 11

No

Test / Iloka3aTennb
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 ketorolac
tromethamine standard solution (Assay section).
/ Bpemsi ynepKuMBaHHA OCHOBHOIO IMKAa Ha

XpoMmarorpamme HCTIBITYEMOTO pacTBopa
JOIDKHO COOTBETCTBOBATH BpeMeHU
YAEpKUBAHUS OCHOBHOT'O nHKa Ha
XpoMaTorpaMMme  pacTBOpa  CTAHAApTHOIo

o0paslila KeTopoNiaka TpoMeTaMuHa (pasmen
«KonuuecTBeHHOE ONpeeeH e»).

Remarks : The Product confirms to ND/ Conclusion : APPROVED / )
ITpumeyanue: IlpomykT cooTBeTCcTBYET TpebopanusaM HJJ 3akmouenne: OJJOBPEHO
Prepared by / Checked by / Checked by (AQA) / ||[Approved by: Quality Assurance/Authorized person /
[Toaroroenero: Yogesh IIposepeHno:Pravesh [Tposepeno (AOK): |[Onobpeno: OGecneuenue kauecTsa/OTBETCTBEHHOE
Chauhan Rana Amit Kumar JTHLO: 3
,,——’\ /? Q/ a

f\ o £%4
Date / Date / Date / Date / é
Jara: 26.03.2026 Jara: 26.03.2026 Hara: 26.03.2026 Jlara: ?/éwz’ $~207

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Teiangana, India
Tel: +91 40 4900 2909, Fax: +91 40 4200 2999, Email: mail@drreddys.com
CiN: L85 195AP L984PLCD04507
www. diraddys.com




Dr.Reddy’s Q':‘

Dr. Reddy's Laboratories Lid.
Formulation Unit-6
Vill. Khoi, Nalagarh Road, Baadii,

CERTIFICATE OF ANALYSIS Disit. Solan, i.P.,, 173 205, iNDIA

CEPTUPHUKAT AHAJIN3A Tel ; +93 88166 56001-02

WAL e S.Com

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykt: Keropoa® Ixcnpece (keTopoaak) TabiaeTku, AMCIEPrHpyeMbIe B MOJI0CTH pTa, 10 Mr

Market / Poinok :Russia / Poccus

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

Cepusa Ne " V2600595 O6bem cepun " 36,00,000 Tab

Analytical Repovrt No/ - 040003337345 Date of Analysis / . 26.03.2026

AHanmuTHyeckH# oTueT Ne JlaTa aHaJH32

Date of Manufacture / - 02/2026 Date of Expiry/ . 01/2028

JlaTa mpou3BoACTBA T'omen no

Mfg. License No. / MA number: /

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

Jaunenszus Ne

Analysis performed according ND: / Anaan3 nposeaen no H/I: JITI-Ne(004669)-(PI'-RU)-190224
PIL version approved: / UncTpykuus yreepxkaena: 21.04,.2025

Page3 of 11/ Crp.3 m3 11

Results / PesynabTaThl

Specification / Hopma

By Test / IlokazaTenn
Ne
Butylhydroxyanisole /
Bymunzudporxcuanuzon

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 YIAEPKHUBAHUSA MHKOB 2-
OyTUArHAPOKCUAHU30J1A 14 3-
OyTWJIrHAPOKCHAHU30/Ia HA  XpOMaTorpamme
UCTILITYEMOTO pacTBOpa JIOJDKHBI
COOTBETCTBOBaTb ~ BPEMEHaM  YAEPKHUBaHUS
MUKOB  2-OyTWIrMApOKCHaHu3ona d - 3-
OyTHNTHADOKCHAaHU30JIla Ha XpoMaTorpamme
pactBopa CTaH/IAPTHOTO obpasia
6yTunruapokcuanuzona (pasgen «CoaepikaHue
OYTHIrMIPOKCHAHH30IIaY).

Remarks : The Product confirms to ND/
[Tpumeuanne: Ilpoaykt cooTBeTCTBYET TpeGoBaHuAM H/J

Conclusion : APPROVED /
3akaouenne: OJIOBPEHO

Prepared by / Checked by / Checked by (AQA) / [|Approved by: Quality Assurance/Authorized person /
[MoaroTorneHo: Yogesh [Tpoeepeno:Pravesh [Mpoeepeno (AOK): ||Omobpeno: Obecnedenune kauecTsa/OTBETCTBEHHOE
Z : : :
Chauhan / Rana Amit Kumar ULIO: wJ
— o«
Date / Date / Date / Date /
Tlata: 26.03.2026 Tata: 26.03.2026 Tlata: 26.03.2026  ||/Tara: 2623~ 2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: 491 40 4900 2909, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L8519GAP 1984PLCUOAS0T

wiyvw.direddys.com
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CERTIFICATE OF ANALYSIS

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

Vill. Khoi, Nalegarh 8oad, Baddi,
Distr. Soian, H.P., 173 205, iNDIA

CEPTUOUKAT AHAJIN3A

Tel : 491 98166 56001-02

WWWL.Arreaays.com

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykr: Keropon® Jkcnpecce (keToposaak) TabieTkH, AHCIepripyeMble B M0JI0CTH pTa, 10 Mr

Market / Poinok :Russia / Poccus

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

Cepns Ne V2600555 O0BbeM cepun " 36,00,000 Tab

Analytical Report No / - 040003337345 Date of Analysis / . 96.03.2026

AHaJuTHYeCKHIi oTUeT No Jarta aHann3za

Date of Manufacture / . 02/2026 Date of Expiry / . 01/2028

Jata mpou3BoacTBa T'opxen o

Mfg. License No. / MA number: /

IIpou3sBoacTBEHHAS : MNB/05/263 ) : JIII-Ne(004669)-(PI"-RU)
Homep PY

auneH3us No

Analysis performed according ND: / Ananu3 nposeaen mo HJI: JIII-Ne(004669)-(PT-RU)-190224
PIL version approved: / UncTpyknns yrBep:kaeHa: 21.04.2025

Page 4 of 11/ Crp. 4 m3 11

1;.00 Test / [lokasaTens Results / PesyabTaThl Specification / Hopma
3 Average weight / Cpeanss 69.5 mg / 69,5 mMr 672mg to 72.8mg (70.0mg =+ 4.0%). /
Macca Or 67,2 Mr 10 72,8 mr (70,0 Mr = 4,0 %).
18/20 tablets - not more than = 10 %;
Uniformitv of weight / 2/20 tablets - not more than + 20%. /
Om ormity of welg Complies / CooTBeTCcTBYET 18/20 Tabnetox - He OGonee 10 %;
AHOPOAHOCKEIMACCE] 2/20 Tabnerok — He Gonee = 20 %.
4 Disintegration time /
Pacnapgaemoctb
00 min 31 sec / 00 muH 31 cek Not more than 3 min. / He Gonee 3 MuH.
5 Dissolution / PacTeopenue Unit-1/ Ta6n-1 98 % Not less than 75 % (Q) of CisH;3sNO3*C4H; (NO;
) (ketorolac tromethamine) in 15 min. / He mMeHee
0,
Clgii2e At 9% | 759 (Q) CisHisNOsCsHiNO; (keToponaka
Unit-3 / Ta6n-3 99 9, TpoMeTaMuH) uepe3 15 MuH.
Unit-4 / Ta6n-4 99 %
Unit-5 / Tabn-5 99 %
Unit-6 / Taba-6 99 %

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
Mpumeyanue: [IponykT cooTBeTCTBYET TpeboBaHusaM HJI 3aknwouenne: OJJOBPEHO
Prepared by / Checked by / Checked by (AQA) / ||Approved by: Quality Assurance/Authorized person /
[Tonrotosneno: Yogesh [Iposepeno:Pravesh [TposepeHo (AOK): ||Onobpeno: Obecneuenue kavectra/OTBeTCTBEHHOE
Chauhan Rana Amit Kumar JIHIO: L ’—D‘D .
M (&
Date / Date / Date / Date /
Tlara: 26.03.2026 Tata: 26.03.2026 Jlata: 26.03.2026  ||ara: 1423~ 2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Teiangana, India
Tel: +91 40 4500 2900, Fax: +91 40 4900 2999, Email: maii@drreddys.com
CIN: L85195AP 1984PLCO04SQT7
www.diredays.com




Dr.Reddy’s ":‘

Dr. Reddy's Laboratories Lid.
Formulation Unit-6
Vill. Khoi, Nalagarhi Boad, Baadi,

CERTIFICATE OF ANALYSIS Distt. Scian, H.P., 173 205, iNDi&

CEPTUOPUKAT AHAJIU3A

Tel : 491 98165 56001-02

WwWw. drregddvs.com

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
HMpoayxr: Keropoa® Jxcnpece (keroposak) TabieTku, AucneprupyemMble B M0a0cTH pra, 10 mr

Market / PoiHok :Russia / Poccus

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

Cepust No V00595 O0nem cepun " 36,00,000 Tab

Analytical Repourt No/ - 040003337345 Date of Analysis / - 26.03.2026

AHaauTHYecKHi oTyeT No Jara anausa

Date of Manufacture / - 02/2026 Date of Expiry / - 01/2028

JaTa npouszBoacTBa Toaen no

Mfg. License No. / MA number: /

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

Juienzus Ne

Analysis performed according ND: / Anasius nposenen no HJI: JII-Ne(004669)-(PT-RU)-190224
PIL version approved: / Uucrpykuus yreepxkaena: 21.04.2025

Page S of 11/ Ctp. 5 mu3 11

iﬂo Test / [NokazaTenn Results / PesyabTathi Specification / Hopma
6 Particle size distribution / Complies / CooTBeTCTBYET A uniform suspension passing through a 710 pm
JncnepcHocTh sieve is formed. / O6pasyerca oaHopoaHas
CYCNEH3Ms, TPOXOAAwias CKBO3b CHTO C
pa3smMepoM oTBepcTuil 710 MKM.
7 Impurities / lIpumecu

1-hydroxy analog of
ketorolac: /
1-ruapokcuaHanor
KeTopoJiaKa

Below LOD (LOD = 0.0010 %)
/ Hinxe mipesiena oOHapyKeHUs
(IO = 0,0010 %)

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

1-keto analog of ketorolac /
1-keToaHaIOT KETOPOJIaKa

0.05%

not more than 0.8 %; / ue 6omnee 0,8 %;

unidentified impurity /
eAMHUYIHASA
HEeWAECHTUQULIMpOBaHHAs
NPUMECH

0.02 %

not more than 0.5 %; / ne Gonee 0,5 %;

total impurities /
CymMMa fpumecei

0.1%

not more than 1.0 %. / ve 6onee 1,0 %.

Remarks : The Product confirms to ND/

Ilpumeuanue: IlponykT cooTBeTcTBYET TpeGoBaHMAM HJJ

Conclusion : APPROVED /
3akmouenne: OJJOGPEHO

Prepared by /

[Moarorosneno: Yogesh

Chauhan / Rana
a

Checked by /

.

Amit Kumar JULO:
—A
=

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

HO: Obecnieuenune xayectBa/OTBETCTBEHHOE

e

Date /

Jlara: 26.03.2026

Date /

Jlarta: 26.03.2026

Date / Date /
Harta: 26.03.2026 Jara:

26 23-20%6

Registered Office: 8-2-337, Road No. 3, Bamjata Hills, Hyderabad - 500034, Telangane, India
Tel: 491 40 4900 2900, Fax: +91 40 4900 2999, tmizil: maii@drreddys.com

CIN: L85 195AP1SE4PLCO04AS0T
ww . diredays.com
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Dr.Reddy’s ‘..o.

CERTIFICATE OF ANALYSIS

Or. Reddy's Laboratories Ltd.
Formulation Unit-6
Vill. Khol, Nalagarh Road, Baddli,

CEPTUOUKAT AHAJINU3A

Wi drrendvs

Distt. Solan, H.P., 173 205, INDIA
Tel : 491 98165 56001-02

L ]

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykr: Keropon® Jxenpecc (keToposiak) TabeTKH, JHCHEPrupyemMble B M0JOCTH pTa, 10 Mr

Market / Poinok :Russia / Poccus

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

Cepusn No FNER0555 O6bem cepun " 36,00,000 Tab

Analytical Repo:‘t No/ - 040003337345 Date of Analysis / . 96.03.2026

AHAJTUTHYeCKHIT oTueT Ne JlaTa ananu3za

Date of Manufacture / - 02/2026 Date of Expiry / . 01/2028

JaTta npon3BojacTBa I'ogen xo

Mfg. License No. / MA number: /

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

aunen3us Ne

Analysis performed according ND: / Ananu3 nposeaen mo HJI: JITI-N2(004669)-(PI'-RU)-190224
PIL version approved: / UncTpyknus yreep:xkaena: 21.04.2025

Page 6 of 11/ Crp. 6 u3 11

1;.:) Test / IlokazaTenb Results / PesysibTaThbl Specification / Hopma

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

9 Residual solvents / OcTaTo4Hble OpraHH4ecKHE PACTBOPHUTEIU
Isopropyl alcohol / 9 pg/tab/ Not more than 350 pg/tab. /
Hzonponanon 9 MKr B TabneTke He 6onee 350 mkr B TabieTke.

Remarks : The Product confirms to ND/

[pumeuanue: [IponykTt cooTBeTCTBYET TpeboBaHusaM HJT

Conclusion : APPROVED /
3aknwuyenne: OJJOBPEHO

Prepared by /

[Moarororneno: Yogesh

Checked by /

[Tposepeno:Pravesh

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

Approved by: Quality Assurance/Authorized person /
OnobpeHo: Obecneyenue kauecTBa/OTBETCTBEHHOE

Chauhan = Rana Amit Kumar JIALIO: }M

S AT L
Date / Date / Date / Date / LG
Tlata: 26.03.2026 Jlata: 26.03.2026 Jlata: 26.03.2026  ||/1ara: L6v3~ 20

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500634, Teiangana, India
Tel: +91 40 4900 2909, Fax: +91 40 4900 2999, Email; maii@drreddys.com
CIN: L85195API584PLCO04507

wiw L diredays.com




Dr.Reddy’s ":’

CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories Lid.
Formulation Unit-5

Vill, Khol, Nalagarh Road, Baaddi,
Distt. Saian, H.P., 173 205, iNDiA

CEPTUPHUKAT AHAJIM3A

Tel: +91 88165 55001-02

WWW. arradavs.com

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Mpoayxt: Keropon® Ixcnpecc (keToposiak) TabJleTKH, JHCIEPrupyemMble B OJI0CTH pTa, 10 mr

Market / PoiHoK :Russia / Poccus

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

Cepus Ne h 12600555 Oo0bem cepuu " 36,00,000 Tab

Analytical Repovrt No / . 040003337345 Date of Analysis / . 26.03.2026

AHaJnTHYecKHI oTyeT Ne JlaTa aHanu3a

Date of Manufacture / - 02/2026 Date of Expiry / . 01/2028

Hdara npoun3sBoacTpa T'oxen no

Mfg. License No. / MA number: /

IIpousBoacTBeHHAS : MNB/05/263 o : : JII-Ne(004669)-(PI"-RU)
omep PY

Jaunensus Ne

Analysis performed according ND: / Anasms nposegen mo H/I: JIII-Ne(004669)-(PT-RU)-190224
PIL version approved: / Uncrpykuus yreepxkaena: 21.04.2025

Page 7 of 11/ Ctp. 7 u3 11

ig Test / Iloka3zaTesb Results / PezyabTaTsl Specification / Hopma

10 Microbiological purity*/ Mukpo6nosorudeckas yucrora*

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

Count / obliee YUCIO ne Gosnee 103 KOE/r;

a3pOOHBIX MUKPO-

OpraH13MOB

Total Combined Yeast and NA not more than 102 CFU/g; /

mold count / o61ee yucno He 6onee 102 KOE/r;

IPOMOKEBBIX U MIECHEBBIX

rpuboB

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

11 Uniformity of dosage units / Acceptance value (A7) not more than 15.0
OnHOpOOHOCTH 6.5 ITokazaTens npuemnemMocTy (AV) goyokeH ObITh
J03UPOBAHHBIX €IMHHLL ’ He 6onee 15,0.

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
Ipumeuanue: IlpoaykTt cooTBeTcTBYET TpeOoBaHUAM H]T 3akaryenue: OJOBPEHO
Prepared by / Checked by / Checked by (AQA) / [|Approved by: Quality Assurance/Authorized person /
[Toarororneno: Yogesh [Mposepeno:Pravesh [Tpoeepeno (AOK): [|Onobpeno: O6ecnedenue kauectsa/OTBETCTEEHHOE
Chauhan 74 Rana f Amit Kumar JTHLLO:

)~ 5 =

//k/ ' — R

Date / Date / Date / Date /
Jlata: 26.03.2026 Jlata: 26.03.2026 Jlata: 26.03.2026 Jlara: 26E23~2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Teiangana, India
Tel: 491 40 4900 2900, Fax; +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85 105AP 1984PLCHD4A507

Wi w. A reduys.com




Dr.Reddy’s Q':‘

CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories Ltd
Formulation Unit-6

Vill, Khai, Nalagarh Road, Baddi,

Distt. Sotan, H.F., 173 205, INDIA

CEPTUOUKAT AHAJIN3A

Tel: +91 98166 56001-02

WA Arredavys . com

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykt: Keropoa® Ikcnpece (keTopoaak) TabaeTKH, AMCIEPrupyemMble B MOJ0CTH pTa, 10 mr

Market / Poinok :Russia / Poccus

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

Cepusi Ne + V2600595 O0Bem cepun " 36,00,000 Tab

Analytical Repo:*t No/ - 040003337345 Date of Analysis / . 26.03.2026

AHanuTHyecKnii oTaeT Ne Jlara anannza

Date of Manufacture / - 02/2026 Date of Expiry/ . 01/2028

Jata npousBoacTBa T'ogen g0

Mfg. License No. / MA number: /

IIpousBoacTBeHHan : MNB/05/263 H : ¢ JII-Ne(004669)-(PT'-RU)
omep PY

JuireH3us Ne

Analysis performed according ND: / Ananus npoBeaen mo HJI: JIII-Ne(004669)-(PT'-RU)-190224
PIL version approved: / MucTpykuns yreep:kaena: 21.04.2025

Page 8 of 11/ Cxp. 8 m3 11

1;.00 Test / Iloka3zaTesnb Results / PesyabTaTsl Specification / Hopma
12 Assay / KonnuecTBeHHOE 10.1 mg /10,1 mMr From 9.0 mg to 11.0 mg of
omnpejesieHHe (100.7 %) CisHi3NO3+C4H; 1 NOs (ketorolac tromethamine)
(from 90.0 to 110.0 % of the label claim) per
tablet. / Or 9,0 Mr o 11,0 mr
CisHi3sNO3*C4H(1NO3 (keToponaka
TpomeramuH) (ot 90,0 jpo 110,0 % or
3a5BJICHHOTO KOJIMYECTBA) B TAONETKE.
13 Butylhydroxyanisole 0.0971 mg/tab / Not less than 0.042 mg/tab. /
content / ConepxaHue 0,0971 mr B TabieTke He menee 0,042 mr B TabJerke.
Oy THIIrHAPOKCMAaHU301A

Remarks : The Product confirms to ND/
IMpumeuanne: Ipoxykr coorBeTcTBYET TpebopanmwiM HJ{

Conclusion : APPROVED /
3aknwyenue: OJJOGPEHO

Prepared by / Checked by / Checked by (AQA) / ||Approved by: Quality Assurance/Authorized person /
[MonrorosneHo: ¥ogesh [Mposepeno:Pravesh [Tpoeepeno (AOK): ||Onobpenio: Obecnedenye kauecTBa/OTBETCTBEHHOE
Chauhan _ Rana Amit Kumar JIULIO: /2% }M

/ // e N
Date / Date / Date / Date /
Jlata: 26.03.2026 Jlata: 26.03.2026 Tlara: 26.03.2026  ||Jlara: 1823 ~2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hvderabad - 500034, Teiangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85 195AP1984PLCL04507

ww L direddys.com
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Dr. Reddy's Laboratories Lid,
Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P, 173 205, iNDiA
Tel : +91 98164 56001-02
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CERTIFICATE OF ANALYSIS
CEPTH®UKAT AHAJIU3A

[Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykr: Keropon® IKernpece (keToposiak) TabJieTky, AHCHIEPrHpYEMbIe B MOJI0CTH pra, 10 Mr

| Market / Prinok :Russia / Poccus
Batch No / . Batch Quantity / . 36,00,000 tab /
Cepusi No + V2600595 O0Bem cepun " 36,00,000 Ta6
Analytical Repourt No/ © 040003337345 Date of Analysis / . 26.03.2026
AvannTuyecknii otyer No JMara ananuza |
Date of Manufacture / © 02/2026 Date of Expiry / . 01/2008
Jara npouseoacrea Iogen 1o
Mfg. License No. / MA number: /
Mpouseoacrrennas : MNB/05/263 B rvhk : JII-Ne(004669)-(PT-RU)

Homep PY

JHIeH3us No

Analysis performed according ND: / Auannz nposenen mo HJI: JII-Ne(004669)-(PT -RU)-190224
PIL version approved: / Uncrpyxuns yreepaaena: 21.04.2025

Page 9 of 11/ Crp. 9 w3 11

i? Test / Iokazaren Results / PesyabraThi Specification / Hopma T
14 Package description / 10 tablets in a blister of | 10 tablets in a blister of (PA/AL/PE  with

Onucanue ynakoskn

(PA/AL/PE with
desiccant/HDPE) foil // (PE/AL)
foil. 2 blisters with patient
information leaflet in a carton
pack. / Tlo 10 rabnerox =
6increpe  uz  ([TA/AJVITD ¢
Braronoraotutenem/I13BIT)
donsru // (TID/AJT) doasru. Ilo
2 Gancrepa BMecTe ¢ AMCTKOM-
BKJIaAbILIEM B HayKy
KapTOHHYIO.

desiccant/HDPE) foil // (PE/AL) foil. 1 or 2
blisters with patient information leaflet in a
carton pack. / Tlo 10 TaGnerok B Gnncrepe us
(MA/ATUTID ¢ Braronornoturesiem/I13BIT)
bonbru // (IID/AT) donsru. Mo | i 2
Onmctepa Bmecte ¢ JIHCTKOM-BKJIA/IblilIEM B
Na4YKy KapTOHHYIO.

* When the drug product is released, the quali

1y control for Microbiological Purity is performed for one batch in

every 20 batches or one batch per year whichever is more.
* Ilpu BoInycke JIEKAPCTBEHHOTO Npenapata KOHTPOJIL KAYECTRA 110 nokasaremo «Mukpobuosioruyecicas
YHCTOTa» NMPOBOAMTCS AN KaxKa0ii 20-0ii CCpHH, HIIH N5l ONHOK CEpPHM B oA, B 3aBHCHMOCTH OT TOro, 4TO

HACTYUHT paHblie,

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
Ipumeuanme: ITponykt COOTBETCTBYET TpeGoBaHusam HJJ 3akmouenne: OJOBPEHO
Prepared by / Checked by / Checked by (AQA) / Approved by: Quality Assurance/Authorized person /
[Moarorosneno: Yogesh [TpoBepeno:Pravesh [Tposepeno (AOK): Onobpeno: O6ecneuenye KavecTea/OTBETCTBEHHOE
Chauhan : Rana Amit Kumar HLO: . M

i /;\ =

N 1Y
Date / Date / Date / Date /
08~ 202K

Jlata: 26.03.2026 Jlata: 26.03.2026 Jlara: 26.03.2026  |[/Tata: 726702

Registered Office: 8-2-337, Road No. 3, Banjara Hilis, Hyderabad - 500634, Teiongana, India

Tel: 491 40 4900 2909, Fax: +91 40 4900 2999, Email: maii@drreddys.com
CiN: LB5195AP1Y84PLCODA507
Ww A AT edoys.com




Dr.Reddy’s “:’

CERTIFICATE OF ANALYSIS

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

Vill. Khol, Nelagarh Road, Badii,
Distt. Solan, H.P.,, 173 205, iNDIA

CEPTUD®UKAT AHAJIM3A Tel : +91 88165 56001-02
Wwi.arredaye N
Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoayxr: Keropoa® Dxcnpece (keroposak) Tad/ieTku, iHcneprupyemMoie B noJgoctu pra, 10 mr
Market / Poinok :Russia / Poccus
Batch No / - Batch Quantity / . 36,00,000 tab /
Cepus Ne b V2000355 O6bem cepun " 36,00,000 Tab
Analytical Report No/ - 040003337345 Date of Analysis / . 26.03.2026
AnaauTHueckHit oTuer No JlaTa ananusza
Date of Manufacture / . 02/2026 Date of Expiry / . 01/2028
Jara npon3BojicTea T'oapen no
Mfg. License No. / MA number: /
IpousBoacTBeHHAs : MNB/05/263 e . JIT-N2(004669)-(PT-RU)
Homep PY
Juuenzust Ne
Analysis performed according ND: / Auaaus nposegen nmo HJ/I: JIIT-Ne(004669)-(PI'-RU)-190224
PIL version approved: / Hucrpykuns yreepxaiena: 21.04.2025

Page 10 of 11/ Ctp. 10 m3 11

API name / HaumenoBauue ADC:

Ketorolac tromethamine / Keroponaka Tpomeramus

INN / MHH:

Ketorolac / Keroponak

API manufacturer batch number /
Homep cepnn nponssoantenss ADC:

ABSHO001415, ABSH003095

FP Manufacturer API Batch number /
Homep cepun cy0CTAHIUH NPOU3BOAHTENN
I'JId:

FESA00217, FESAQ0497

API Manufactured by & country /
Ipousoaurens APC, crpana:

Dr. Reddy's Laboratories Ltd., India /
J-p Penau'c Jlaboparopuc Jlta., Unaus

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

HaumenoBanue, aapec, JTHIEH3HA A5
Ipoussoacreennas nuomanka / Ilnomaxka
KOHTpoJisi KadecTBa / Ilnomanka Binycka

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

JI-p Pennu’c Jlabopatopuc Jlta., Uaaus, TIponssoacteeHHOE
noapaszaenenue-6, Bunn. Kxons, Hanarapx Poyn, bagnu, Quctpukr
Conan, X.I1., 173205, Muaua (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 establishedy.

Remarks : The Product confirms to ND/

INpumeuanue: [IponykT cootBeTcTBYeT TpeboBaHuaM HJJ

Conclusion : APPROVED /
3akmouenne: OJJOGPEHO

Prepared by / Checked by / Checked by (AQA) / [|Approved by: Quality Assurance/Authorized person /
[MoarorosineHo: Yogesh [Tposepeno:Pravesh [Tposepeno (AOK): ||Onobpeno: ObecniedeHue kauecTsa/OTBETCTBEHHOE
Chauhan Rana Amit Kumar JTHLLO: & } M
2. /\’;/I\ \@\ il
Mo
Date / Date / Date / Date /
Jlara: 26.03.2026 Jlara: 26.03.2026 Jlata: 26.03.2026  ||Jtara: LEv2~2024

Registered Office: 8-2-337, Aoad No. 3, Banjara Hills, Hyderabad - 500034, Teiangana, India
Tel: 491 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys com

CIN: L85195AP1984PLCVU04507
ww v AIredtys.com




@ Dr. Reddy’s Laboratoriec Lid.
DI’. Reddy,s ... Formulation Unit-6
" Vill. Khol, Nalagarh Road, Badii,
CERTIFICATE OF ANALYSIS Distt. Soian, H.P, 173 205, INDIA
CEPTH(DP[KAT AHAJIH3A Tel 1 491 58165 56001-02

WWWL Arreddys.cam

[PT‘oduct : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg

Ipoayxr: Keropoa® JKenpece (keToponak) TaGierkn, AHCIeprupyemble B mosiocTs pra, 10 mr

Market / Poinox :Russia / Poccusg

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

Cepusi Ne + V2600595 Ob6nem cepun " 36,00,000 Ta6

Analytical Repourt No / © 040003337345 Date of Analysis / © 26.03.2026

AHagnTHYECKHH oTyeT No Hara ananuza

Date of Manufacture / : 02/2026 Date of Expiry / - 01/2028

Jata npouspopcrea I'ogen 1o

Mfg. License No. / MA ber: /

Ipoussoacreennasn : MNB/05/263 faank : JIH—N2(004669)-(PF-RU)
Homep PY

Juuensns Ne ]

Analysis performed according ND: / Anaans npoeexed no HJI; JHI—.N‘E(UO4669)—(P]"-RU)-190224

BIL version approved: / Hucrpykuus Yreepxaena: 21.04.2025

Page 11 of 11 / Crp. 11 m3 11

3
CoACpXXauuMHCS B perucrpanmosaom HOChE CTpaHBI-HMHOpTepa. 3anucu 1o npomso,uc*ray, YHNakKoBke u aHaJIu3y

HPOBEPCHEI, M YCTAHOBIIEHO HX COOTBETCTBIE TpeGoBarusm Ipasuin Ha/UIe)KaIlen npou3BOICTBEHHOI TPAKTHKH
EBpasmitckoro sxonommueckoro COrO3ay.

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
[pumeuanne: Mpoxykr COOTBETCTBYeT TpeGoBaHmsm HJ| 3akaouenue: OJIOEPEHO
Prepared by / Checked by / Checked by (AQA) / Approved by: Quality Assura nce/Authorized person /
IMoarorosneno: Yoggsh ITpoBepeno:Pravesh ITposepero (AOK): Omobpero: O6ecneuenne kayecTBa/OTBETCTBEHHOC
Chauhan Rana Amit Kumar JIN1I0: ])
2 a
| / /\rﬂ‘\, - /\%ﬂ/
Date / < Date / Date / ' Date /
Jlata: 26.03.2026 Jlata: 26.03.2026 Jlata: 26.03.2026  ||tara: 2623 ~2028

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hvderabad - 500034, Teiangana, India
Tel: +91 40 4900 2909, Fax: +91 40 4900 2999, Email: niail@drreddys.com
CIN: L85 195AP1584PLCU0O4S07
www.diredoys.com




