Dr.Reddy’s ‘.:..

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

CERTIFICATE OF ANALYSIS Disit. Solan, H.P, 173 205, iNDIA
CEPTU®UKAT AHAJIU3A Tel:+91 98165 56001-02
www.arreadavs.con
Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykr: Keropoa® Ixenpece (keroposak) TabiieTku, AHCHEPrupyemMple B moJ10cTu pra, 10 mr
Market / Poinok :Russia / Poccust
Batch No / . Batch Quantity / - 36,00,000 tab /
Cepus Ne YOI O6bem cepuu " 36,00,000 Tab
Analytical Repourt No/ - 040003337345 Date of Analysis / - 26.03.2026
AHajuTHYeCKHH oTueT No Jara ananusa
Date of Manufacture / . 02/2026 Date of Expiry / . 01/2028
Jara npou3BoacTBa T'open xo
Mfg. License No. / MA number: /
IpousBoacTBeHHAS : MNB/05/263 ) : JII-Ne(004669)-(PI'-RU)
Homep PY
Jauuenzus Ne
Analysis performed according ND: / Anamu3 nposegen mo HJI: JIII-Ne(004669)-(PT'-RU)-190224
PIL version approved: / Mucrpykuus yrep:xaena: 21.04.2025

Page1of11/Crp.1u3 11

N : :

.N'(o) Test / [Toka3zaTesnnb Results / PesyabTaTthl 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. / Kpyrisie rmiockue
side. / Kpyrnele miockue TabaeTKU ¢ (ackoil, CBETNO-)KENTOrO LBETA C
TabneTku ¢ dackoii, cBeTIIO- IpaBUPOBKOH «|» Ha OTHOM CTOpOHE.
JKEJITOTO 1[BETa C IPaBUPOBKOIA
«l» Ha ogHOI cTOpOHE.

2 Identification / MpeHTndpuxauus

Ketorolac / Kemoponax

Complies / COOTBETCTBYET

UV spectra of the test solution and ketorolac
tromethamine standard solution should have
peaks at the same wavelength (+ 2 nm). / V®-
CIIEKTPBI MOITIOEH! UCHILITYEMOr0 PacTBOpa U
pacTBopa CTaHZapTHOro o0pa3lia KeTopoJiaka
TPOMETaMMHA JOJDKHBI UMETh MakCUMYMBI pu
OMIHOM U TO¥t ke IUTHHE BOJIHBI (+ 2 HM).

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
INpumeuanue: IIpoaykT cooTBeTcTBYET TpeboBanuaM HJJ 3akaouenue: OJJOBPEHO
Prepared by / Checked by / Checked by (AQA) / [|Approved by: Quality Assurance/Authorized person /
[Moarorosneno: Yogesh [Mposepeno:Pravesh [Mposepeno (AOK): |[Onobpeno: Obecneuenue kauectBa/OTBETCTBEHHOE
Chauhan Rana Amit Kumar JULIO: [D)

e {/7 o -

o . VB

Date / Date / Date / Date / ;
Tlara: 26.03.2026 Jlata: 26.032026  ||Mlara: 26.03.2026  ||Mlara: L E03-2026

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, [ndia
Tel: 91 40 4900 2900, Fax: +91 40 4900 2999, Emaii: mail@drreddys.com
CIN; LB5195AP 1984PLCH04E507

www.direddys.com




Dr.Reddy’s “:’

CERTIFICATE OF ANALYSIS

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

Vill, Khol, Nalagarh Road, Baddi,
Distt. Soian, H.P., 173 205, iNDIA

CEPTUPUKAT AHAJIM3A

Tel : +91 98165 56001-02

www drreddvs

com

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykr: Keropoa® xenpece (keroposiak) TabieTku, AHCIEPrupyeMblie B 0JI0¢TH pTa, 10 Mr

Market / Poinok :Russia / Poccust

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

Cepus Ne V2600385 O6beM cepun © 36,00,000 Tab

Analytical Repo‘f’t No/ - 040003337345 Date of Analysis / - 26.03.2026

AHAIUTHYECKHUI oTueT No JlaTra ananusa

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

Jarta npou3BoacTBa I'ogen go

Mfg. License No. / MA number: /

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

JauneH3ust Ne

Analysis performed according ND: / Ananau3 nposegen no HJ/L: JIII-Ne(004669)-(PT-RU)-190224
PIL version approved: / Uucrpykuus yrBep:xkaena: 21.04.2025

Page 2 of 11/ Crp. 2 u3 11

No
No

Test / IlokazaTennb

Results / Pe3ynabTaThl

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 yaepXWBaHHS OCHOBHOTO [HKAa Ha

Xpomarorpamme UCITIBITYEMOTO pacTBopa
JOIDKHO COOTBETCTBOBATE BpeMeHU
yIaepKUBaHUA OCHOBHOTO nyKa Ha
XpoMaTorpaMMe  pacTBopa  CTaHIapTHOrQ

ofpa3la KeTopojlaka TpoMeTaMHHa (paszen
«KonuyecTBeHHOE OTIpEeNIeHHE ).

Remarks : The Product confirms to ND/ Conclusion : APPROVED / -
IMpumeyanmne: IIpogykT cooTBETCTBYET TpeboBanuaM HJ| 3akmwuenne: OJOBPEHO
Prepared by / Checked by / Checked by (AQA) / [|Approved by: Quality Assurance/Authorized person /
[Toproroeneno: Yogesh [Mposepeno:Pravesh [Mposepero (AOK): ||Onobpero: ObecneueHne Kaqecrlzilﬁ)mercmelmoe
Chauhan Rana Amit Kumar JTHLO: 3

vl il ‘ 3
Date / Date / Date / Date /
Jlata: 26.03.2026 Tlata: 26.03.2026 Jlata: 26.03.2026  ||/lara: 2 6E23~2026

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; L8SLISAPL984PLCD04507

www. diraddys.com




Dr.Reddy’s “:‘

Dr. Reddy's Laboratories Ltd
Formulation Unit-6
Vill. Khoi, Nalagarh Road, Bacdi,

CERTIFICATE OF ANALYSIS Disit. Soian, iH.P.,, 173 205, iNDIA

CEPTUPUKAT AHAJIM3A Tel 1 +91 98166 56001-02

Wi drreddys com

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
HpoaykT: Keropoa® Ixenpece (keTopoJiak) TabneTku, JUcCHeprupyemMble B H0J0cTH pTa, 10 Mr

Market / Peinok :Russia / Poccus

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

Cepus Ne Rk EEDES O0beM cepHH © 36,00,000 Tab

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

AHaJuTHYeCKHH oTueT Ne JlaTa anaam3za

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

JlaTa mpoM3BoACTBA Topen ao

Mfg. License No. / i N —

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

Junensus Ne

Analysis performed according ND: / Auanan3 nposeaen nmo HJI: JII-Ne(004669)-(PT'-RU)-190224
PIL version approved: / UucTpykuus yrepxkaena: 21.04.2025

Page3 of 11/ Crp.3 m3 11

Results / PesynbTaThl

Specification / Hopma

iy Test / IloxazaTenn
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 YIAEPXKUBAHUA ITHKOB 2-
OyTUArMAPOKCHAHU30JIa 1 3-
OyTUNrUPOKCHAHU30/IA HA  XpoMaTorpamme
UCTILITYEMOTO pacTBopa JIOJIKHBI
COOTBETCTBOBaTb  BPEMEHaM  YAEPXKHUBAHUS
nukoB  2-OyTuiarumapokcuaHuzona Mo 3-
OyTUNTHMIPOKCHAHU30JIa Ha XpoMaTorpamme
pacTBopa CTaHAAPTHOTO obpasua
6yTunruapokcuanuzona (pasgen «CoaepixkaHue
Oy THIrHAPOKCHAHU30JIa).

Remarks : The Product confirms to ND/
[Mpumeuanne: IIponykt cooTBeTCTBYET TpeGoBaHusAM HJL

Conclusion : APPROVED /
3axniouenne: OJJIOGPEHO

Prepared by / Checked by / Checked by (AQA) / ||Approved by: Quality Assurance/Authorized person /
[MoarotosneHo: Yogesh [Iposepeno:Pravesh [Mposepeno (AOK): ||Omobpero: Obecneyenne kauecTsa/OTBETCTBEHHOE
Chauhan / P Rana Amit Kumar JTULO: U)J
S o @f'\ o
W N2 [
Date / Date / Date / Date /
Hara: 26.03.2026 Hara: 26.03.2026 Hata: 26.03.2026 Hara: (2/6 22~2026

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Talangana, India
Tel: 491 40 4900 2909, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLCO0D4507

www.direddys.com




@
Dr.Reddy’s €

CERTIFICATE OF ANALYSIS

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

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

CEPTUOUKAT AHAJIU3A

Tel : 491 98166 56001-02

WWW,.CINTedays.com

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

Market / Poinok :Russia / Poccus
Batch No / ) Batch Quantity / ~36,00,000 tab /
Cepns Ne V2600595 - O0beM cepun " 36,00,000 Tab
Analytical Report No / . 040003337345 Date of Analysis / . 96.03.2026
AHaauTHYeCKHI oTUeT No Jata anannza
Date of Manufacture / . 02/2026 Date of Expiry / . 01/2028
JlaTa mpou3BOACTBA T'open no
Mfg. License No. / MA number: /
ITpou3BoAcTBEHHAS : MNB/05/263 ) . JIII-Ne(004669)-(PI"-RU)
Homep PY
| umensna Ne

Analysis performed according ND: / Ananu3 nposeaen no HJI: JIII-Ne(004669)-(PT-RU)-190224
PIL version approved: / UncTpyknns yrBep:kaena: 21.04.2025

Page4 of 11/ Crp. 4 u3 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 Ot 67,2 Mr 10 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%. /
Om Grmity o we'g Complies / CooTBeTCcTBYET 18/20 Tabnetox - He Gonee 10 %;
AHAPOAHDCTE MACCH] 2/20 Tabnerok — He Gonee = 20 %.
4 Disintegration time /
Pacnagaemoctb
00 min 31 sec / 00 mun 31 cek Not more than 3 min. / He Gonee 3 MuH.
5 Dissolution / PacTeopenue Unit-1/ Tabn-1 98 % Not less than 75 % (Q) of CisH;3sNO3*C4H 1 NO;
) (ketorolac tromethamine) in 15 min. / He mMeHee
0,
Hinit-2/ Tab-2 9% | 75% (Q) CisHisNO;CsHiNO; (keToponaka
Unit-3 / Ta6n-3 99 9, TpoMeTaMuH) uepe3 15 MuH.
Unit-4 / Ta6n-4 99 %
Unit-5 / Tabn-5 99 %
Unit-6 / Ta6a-6 99 %

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
[Mpumeyanue: [IpogykT cooTBeTCTBYET TpeboBaHusM HJI 3arkniouenune: OJOBPEHO
Prepared by / Checked by / Checked by (AQA) / ||Approved by: Quality Assurance/Authorized person /
[Tonrotosneno: Yegesh [Iposepeno:Pravesh [Tposepeno (AOK): ||Onobpeno: Obecneuenue kavectra/OTBEeTCTBEHHOE
Chauhan Rana Amit Kumar JIHIO: g \D‘D »
[\ > (% 2
Date / Date / Date / Date /
Tata: 26.03.2026 Tata: 26.03.2026 Tata: 26.03.2026  ||/Tara: 123~ 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 1984PLCO04S07
www.diredays.com




Dr.Reddy’s Q':"

CERTIFICATE OF ANALYSIS

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

Vill. Khoi, Nalagarh Road, Baaii,
Distt. Soian, H.P., 173 205, INDiA

CEPTUOUKAT AHAJIM3A

Tel : +97 98164 56001-02

SOL
e drregdvs.com

LTIAY,

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykr: Keropoa® Jxenpece (keToposak) TabjeTku, AHcneprupyembie B MoJ0cTH pTa, 10 Mmr

Market / Poinok :Russia / Poccust

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

Cepus Ne # Y2005 O6nbem cepuu " 36,00,000 Tab

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

AHajuTHYecKHii oTyeT No Jara ananuza

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

/JlaTa npon3BoAcTBA I'onen no

Mfg. License No. / MA number: /

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

Junensus Ne

Analysis performed according ND: / Anasus nposenen no H/L: JITI-Ne(004669)-(PI'-RU)-190224
PIL version approved: / MucTpykius yrBepxnaena: 21.04.2025

Page 5 of 11/ Crp. S u3 11

iﬁo Test / [loka3zaTenn Results / PesyabTaTsl Specification / Hopma
6 Particle size distribution / Complies / CooTBeTCTBYET A uniform suspension passing through a 710 pm
JuncnepcHocTh sieve is formed. / O6pasyercs omHOpoaHas
CYCNIEH3Ms, TPOXOAAlIas CKBO3b CHTO C
pa3MepoM oTBepcTUit 710 MKM.
7 Impurities / [Ipumecu

1-hydroxy analog of
ketorolac: /
1-ruapokcuaHanor

(I10 = 0,0010 %)

Below LOD (LOD = 0.0010 %)
/ Hixe nipepena oOHapyKeHUs

not more than 0.5 %; / e 6osee 0,5 %;

KeTopoJsiaka
1-keto analog of ketorolac / 0.05 % not more than 0.8 %; / ne 6onee 0,8 %;
1-KeToaHaor KeTopoJiaKa
unidentified impurity / 0.02 % not more than 0.5 %; / ue Gonee 0,5 %;
€IMHUYHas
HEeUAEHTUQULHPOBAHHAS
1pUMech
total impurities / 0.1 % not more than 1.0 %. / ve Gonee 1,0 %.
CyMMa npumeceit
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
IIpumeuanue: IIpoaykt coorBercTByeT TpeboBaHuAM HJT 3akmioueHune: OJIOBPEHO
Prepared by / Checked by / Checked by (AQA) / ||Approved by: Quality Assurance/Authorized person /
[ToaroTosneHo: Yogcsh [IpoBepeno:Pravesh [Tposepeno (AOK): ||Onobpeno: OGecneuenue xayecTa/OTBETCTBEHHOE
Chauhan 7 Rana Amit Kumar JIULIO: ' LO"D
Date / Date / Date / Date /
Ilara: 26.03.2026 Jlata: 26.03.2026 Jlata: 26.03.2026  ||Mlara: 26232016

Registered Gffice: 8-2-337, Road No. 3, Banjara Hilis, Hyderabad - 500034, Teiangana, Indis
Tel: +91 40 4900 2909, Fax; +91 40 4800 2999, tmail: maii@drrieddys.com
CIN: L85 195AP1984PLLOGASDT

ww, I TEduys.com
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Dr.Reddy’s ‘..o.

CERTIFICATE OF ANALYSIS

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

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.F., 173 205, iiDIA

CEPTUOHUKAT AHAJIM3A

Tel : 491 98165 56001-02

YA YAV X o =T RSN

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ilpoaykr: Keroposn® Jxenpecc (keTopoiak) TabieTKH, JHCHEPrupyemMble B I0JOCTH pTa, 10 Mr

Market / Puinok :Russia / Poccus

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

Cepusn Ne + V2600595 Oo6nem cepun " 36,00,000 Tab
‘ P -

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

AHAJTUTHYEeCKHIT oTUyeT Ne JlaTa ananu3za

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

JaTta npon3BojacTBa I'ogen xo

Mfg. License No. / M mie

IMpouseoacTBeHHAS! : MNB/05/263 : : JIII-Ne(004669)-(PT-RU)

Homep PY
aunen3us Ne

Analysis performed according ND: / Ananu3 nposeaeH o HJ: JIII-N2(004669)-(PI'-RU)-190224
PIL version approved: / UncTpyknus yreepxkaena: 21.04.2025

Page 6 of 11/ Ctp. 6 n3 11

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

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

9 Residual solvents / OcTaTounbie opranuquKue pacTBOpHUTEIH
Isopropyl alcohol / 9 pg/tab/ Not more than 350 pg/tab. / B
Hzonponanon 9 MKrT B TabneTke He 6onee 350 mkr B TabieTke.

Remarks : The Product confirms to ND/

[Npumeuanue: [IponykT cooTBeTCTBYET TpeboBaHusaM HJT

Conclusion : APPROVED /
Zaknwuenne: OJJOGPEHO

Prepared by / Checked by / Checked by (AQA) / [|Approved by: Quality Assurance/Authorized person /
[MonrororneHo: Y.ggesh IIpoBepeHo:Pravesh [Tposepeno (AOK): |[OnobpeHo: Obecneuenne kadectBa/OTBETCTBEHHOE
Chauhan / Rana Amit Kumar NULO: )ﬂJ
(- b (157
-
Date / Date / Date / Date / i
Tlata: 26.03.2026 Jlata: 26.03.2026 Jlata: 26.03.2026  ||/Tara: le—a3— 30

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Teiangana, India
Tel: +91 40 4900 2909, Fax: +91 40 4900 2999, Email; maii@drreddys.com

CIN: L85195AP1984PLCO04507
wy . diredays.com




Dr.Reddy’s ":’

CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories Ltd.
Formulation Unit-56

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
Mpoayxr: Keropon® Ixcnpecc (keToposiak) TabJieTKH, JHCIEPrupyemMble B MOJI0CTH pTa, 10 mr

| Market / Pbinok :Russia / Poccus
Batch No/ . Batch Quantity / _36,00,000 tab /
Cepns Ne b W2600595 O0bemM cepun " 36,00,000 Tab
Analytical Repovrt No / . 040003337345 Date of Analysis / . 26.03.2026
AHaanTHYecKHi oTyeT No JlaTa ananu3a
Date of Manufacture / - 02/2026 Date of Expiry / . 01/2028
Hdara npoun3BoacTpa T'oxen no
Mfg. License No. / MA number: /
IIpousBoacTBeHHAS : MNB/05/263 I : : JII-Ne(004669)-(PI"-RU)

omep PY

Jaunensus Ne

Analysis performed according ND: / Anamus nposegen mo H/I: JITI-Ne(004669)-(PT-RU)-190224
PIL version approved: / UncTpykuus yreepxkaena: 21.04.2025

Page 7 of 11/ Ctp. 7 n3 11

ig Test / Iloka3zaTenb Results / Pe3yabTaTsl Specification / Hopma

10 Microbiological purity*/ Mukpo6uojorudeckas 4ucTora*

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

Count / obl1iee YuCao ne Gosnee 103 KOE/r;

a3pOOHBIX MUKPO-

OpraH13MoB

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

mold count / ob1ee yucno He 6onee 102 KOE/T;

IOPOJMOKEBBIX 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 IToxazartens npuemneMoct (4V) nosmken ObITH
J03UPOBAHHBIX €IMHHLL ’ He 6onee 15,0.

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
IMpumeuanue: Ilpoaykt cooTBeTcTBYET TpeOoBanuAM H]T 3akaryenue: OJOBPEHO
Prepared by / Checked by / Checked by (AQA) / [|Approved by: Quality Assurance/Authorized person /
[Moarorosneno: Yogesh [Mposepeno:Pravesh [1poeepeno (AOK): [|Onobpeno: O6ecnedenue kauectsa/OTBETCTEEHHOE
Chauhan / " Rana f Amit Kumar JTHLLO:

i = =

42 - oy s

Date / Date / Date / Date /
Jlata: 26.03.2026 Jlata: 26.03.2026 Jlata: 26.03.2026 Jlara: L0 %~203L

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 105AP1984PLCOD4A507

Wi w. i reduys.com




Dr.Reddy’s ":‘

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

WIANW arrecavs o

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykt: Keropoa® Ikcnpece (keTopoaak) TabaeTky, AUCIEPrupyemMble 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 oTaer Ne Jara anannza

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

Jara npousBoacTBa T'ogen g0

Mfg. License No. / MA number: /

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

JuieH3sus Ne

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

Page 8 of 11/ Crp. 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 %) Ci1sH13NO3+C4H; 1 NOs (ketorolac tromethamine)
(from 90.0 to 110.0 % of the label claim) per
tablet. / Or 9,0 Mr ite] 11,0 mr
CisHi3sNO3*C4H(1NO3 (keToponaka
tpomeramuH) (ot 90,0 gpo 110,0 % or
3a51BJICHHOTO KOJIMYECTBA) B TabNeTKe.
13 Butylhydroxyanisole 0.0971 mg/tab / Not less than 0.042 mg/tab. /
content / ConepxaHnue 0,0971 mr B TabieTke He menee 0,042 mr B TabJerke.
Oy THIrHAPOKCMAHU301A

Remarks : The Product confirms to ND/
Ipumeuanne: Iponykr coorBeTcTBYET TpebopanmwiM HJ{

Conclusion : APPROVED /
3aknwyenue: OJJOGPEHO

Prepared by / Checked by / Checked by (AQA) / ||Approved by: Quality Assurance/Authorized person /
[MonrorosneHo: ¥ogesh [Tposepeno:Pravesh Iposepeno (AOK):  |[Onobpeno: Obecneuenue kauectsa/OTBETCTBEHHOE
Chauhan _ Rana Amit Kumar JIULIO: , }M

Date / Date / Date / ||Date /

Jlata: 26.03.2026 Ilata: 26.03.2026 Tlarta: 26.03.2026  ||Jlara: 1823 ~2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hvderabad - 500034, Teiangana, India
Tel: 491 40 4900 2909, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85 195AP1984PLCU04507

ww L direddys.com




Dr.Reddy’s ":"

CERTIFICATE OF ANALYSIS

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

Vill. Khoi, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, iNDiA

CEPTH®UKAT AHAJIM3A

Tel : +91. 98165 56001-02

VWAN Grredavs Com

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoayxr: Keropoa® Jxenpece (KeTopoaak) TabjieTkH, AHCHEPrupyeMble B moaocT pra, 10 mr

Market / PoiHox :Russia / Poccus

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

Cepust No : V2600395 O0nem cepun " 36,00,000 Tab

Analytical Repo‘}rt No/ - 040003337345 Date of Analysis / . 26.03.2026

Adanntuyeckuii oTyet Ne Jara ananuza

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

JlaTa npoun3BoacTBa Iosen 1o

Mfg. License No. / MA ber: /

TIpou3BOACTEEHHAS : MNB/05/263 o . JITI-Ne(004669)-(PT-RU)
Homep PY

JuneH3ust No

Analysis performed according ND: / Ananns nposenen mo HJI: JIII-Ne(004669)-(PI'-RU)-190224
PIL version approved: / Uncrpykunst yreepaaena: 21.04.2025

Page 9 of 11/ Crp. 9 3 11

I;: Test / Tloka3aTeab Results / PesyabTaTni Specification / Hopma
14 Package description / 10 tablets in a blister of | 10 tablets in a blister of (PA/AL/PE with
OnucaHue ynakoBKm (PA/AL/PE with | desiccantHDPE) foil // (PE/AL) foil. 1 or 2
desiccant/HDPE) foil // (PE/AL) | blisters with patient information leaflet in a
foil. 2 blisters with patient | carton pack. / ITo 10 Tabnerox B Gaucrepe u3

information leaflet in a carton
pack. / Ilo 10 Tabnetox B
onucrepe u3z (ITA/AJV/IID ¢
gnaronornorutenem/IDBIT)

donuru // (ITD/AIT) donsru. Ilo
2 Onucrepa BMECTe ¢ JIMCTKOM-
BKJIAZIBILIIEM B HayKy

(TTAZ/AJUITD ¢ pnaronornoturenem/I12BIT)
donbru /I (IID/AJ) donsru. Mo 1 wim 2
OGnuctepa BMECTE € JIMCTKOM-BKJIAfblILIEM B
Ha4yKy KapTOHHYIO.

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.
* I1pn BbINycCKe JIEKAPCTBEHHOIO NMpenapaTa KOHTPOJIL Ka4ecTBa 1o nokasarento « Mukpobuosoruyeckas
YHCTOTA» MPOBOAMUTCH AJsl Kaxaoii 20-0ii cepuu, MK It ONHO CepMM B rojl, B 3aBUCUMOCTH OT TOI0, YTO
HACTYNHUT paHblue.

Remarks : The Product confirms to ND/
IMpumeuanne: [IpoaykT coorBeTcTBYeT TpeboBaHusM HJT

Conclusion : APPROVED /
3axmouenue: OJOBPEHO

Prepared by / Checked by / Checked by (AQA) / ||Approved by: Quality Assurance/Authorized person /
[Moaroroenexo: /égesh ITpoBepeno:Pravesh [Mposepeno (AOK): ||OnoGpeno: Obecneuenue kauecTsa/OTBETCTBEHHOE
Chauhan f Rana Amit Kumar HLO: s M
(’/,,\ /%‘\ b .
e ' \ /
Date / Date / Date / Date /
Jlara: 26.03.2026 JlaTa: 26.03.2026 Jlara: 26.03.2026 |[/Tara: 726703

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telunigana, India
Tel: +91 40 4900 2909, Fax: +91 40 4900 2999, Email: maii@drreddys.com
CIM: LBS195AP1Y84PLCODA50T

Wiy drredoys 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 ":“

Dr. Reddy's Laboratories Ltd.
Formulation Unit-6
Vill, Khoi, Nalagarh Road, Baddi,

CERTIFICATE OF ANALYSIS Distt. Soian, H.P., 173 205, iNDi&
CEPTUOUKAT AHAJIU3ZA Tel : +91. 58166 56001-02
Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg I
Ipoaykr: Keropoa® Jxcnpece (keTopoaak) TabaeTku, AHCIePrupyeMble B ojiocT pra, 10 mr
Market / Poinox :Russia / Poccust
Batch No / : Batch Quantity / . 36,00,000 tab /
Cepust Ne & ¥2600595 O6bem cepun " 36,00,000 Tab
Analytical Rep03't No / . 040003337345 Date of Analysis / - 26.03.2026
AHaJHTHYECKHH oTUyeT No Jara ananuza
Date of Manufacture / - 02/2026 Date of Expiry / - 01/2028
JlaTa npon3BoacrBa I"osen 10
Mfg. License No. / WA siicnBers
TIpousBoacTBeHHAs : MNB/05/263 e : JITI-Ne(004669)-(PT-RU)
Howmep PY

Jauuenzus Ne
Analysis performed according ND: / Anaan3 nposexes nmo HJI: JITI-Ne(004669)-(PT'-RU)-190224
PIL version approved: / Uncrpykuus yreepxkaena: 21.04.2025

3akmiodenue o coorBercTBHM: «HacTodlmM s NOATBEPXKIA0, YTO NPUBEIACHHAS Bhie WHGOPMALUS SIBISETCA
NpoHu3BeeHa (BKIIOYas YNakoBKY (MapKHpOBKY) W KOHTPOJIb
KauecTBa) Ha BBILICYKA3aHHOH NPOM3BOACTBEHHOW IUIomaaKke (MIOMmaAKax) B IIOJHOM COOTBETCTBHHM C
tpeboBanusamu [lpaBun Hamiexaied NMPOM3BOJACTBEHHOM NMpaKTHKH EBpasuiickoro sKOHOMHMYECKOTO C€OI03a M
TpeDOBaHHAMH KOHTPOJII KayecTBa JICKAPCTBEHHBIX CPEACTB, a TAK)Ke B COOTBETCTBHM CO CIEUH(HKAIHIMH,
COJepXalUMHCA B PETHCTPALIMOHHOM JI0ChE CTPAHBI-UMIIOPTEpA. 3aluCcH MO NPOM3BOJICTRY, YIIAKOBKE H aHAIH3Y
IIPOBEPEHBI, U YCTAHOBJIEHO UX COOTBETCTBUE TpeboBaHusaM Ilpaswil Hajuexaleid nNpoOU3BOJCTBEHHON NPAKTHKH

JIOCTOBEPHOH M TOYHOH. DTa cepus NPOAYKIIHH

EBpaBHﬁCKOFO IKOHOMHYECKOI'0 COrO3a».

Page 11 0of 11/ Crp. 11 u3 11

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
IMpumeuanne: IIponykt cooTBeTcTBYeT TpebopanmsaM HJJ 3akawuenue: OJOBPEHO
Prepared by / Checked by / Checked by (AQA) / [|Approved by: Quality Assurance/Authorized person /
[Moarotosneno: Yoggsh [Tposepeno:Pravesh [Tposepeno (AOK): ||Onobpeno: Obecnevenne kauecTsa/OTBETCTBEHHOE
Chauhan Rana Amit Kumar JIHLLO: ‘)
» a

¥ — i
Date/ < Date / Date / Date /
Jlata: 26.03.2026 Jlata: 26.03.2026 Jlata: 26.03.2026 || Mlara: 2623~ 2026

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

Tel: +91 40 4300 2909, Fax:

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

CiN: L85 195APIS8APLCO0A507

www.direduys.com




