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

CEPTUO®UKAT AHAJIM3A

Tel : +91 98166 56001-02

www.drreddys.com

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
IIpoaykT: Keropoa® Dxcnpece (keroposiak) TabaeTku, JucneprapyemMbie B moJocTH pra, 10 mr

Market / Poinok :Russia / Poccus

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

Cepus Ne B ¥2atibiy O6bem cepuu © 36,00,000 Tab

Analytical Repo:‘t No/ . 040003365231 Date of Analysis / - 13.04.2026

AHanuTuHyeckni oryer Ne Jara ananuza

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

JlaTa npou3BoACTBA T'oaxen 10

Mfg. License No. / MA number: /

[IponsBoacTBenHas : MNB/05/263 I ) . JHI-Ne(004669)-(PI'-RU)
omep PY

JuneH3us Ne

Analysis performed according ND: / Ananuz nposeaen no HJI: JIII-Ne(004669)-(PT-RU)-190224
PIL version approved: / Uncrpykuus yreepiaaena: 21.04.2025

Page1 of 11/ Cyp.1nu311

N.N’? Test / [TokasaTesb Results / PesynabraTsl 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. / Kpyrabie mnockue
side. / Kpyrnbie mnockue TabneTku ¢ (ackoi, CBETIIO-KENTOro IBETa C
TabneTku ¢ dpackol, cBeTIO- rpaBUpoOBKOH «|» Ha OfHOMN cTOpOHe.
JKEJITOrO 1[BeTa C [PaBUPOBKO
«|» Ha OIHOM CTOpOHE.

2 Identification / UnenTudnkanus

Ketorolac / Kemoponak

Complies / CooTBeTCTBYET

UV spectra of the test solution and ketorolac
tromethamine standard solution should have
peaks at the same wavelength (£ 2 nm). / V-
CIIEKTPBI TIOIJIOILEHHS HCTIBITYEMOTO PacTBopa U
pacTBOpa CTaHAapTHOro obpasla KeTopoJjaka
TPOMETaMHHA AOJDKHBI UMETh MaKCHMYMBbI [PH
OIHOM M TOH X€ IJIMHE BOJHbI (+ 2 HM).

Remarks : The Product confirms to ND/

[Ipumeuanmne: [IponyxT cooTBeTCTBYET TpeboBanmsaM HJI

Conclusion : APPROVED /
3akawuenne: OJOBPEHO

Prepared by /
[MoaroTosneno: Shagun

o)

&

Checked by /

Rana /

ITposepeno:Pravesh

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

Pl

Approved by: Quality Assurance/Authorized person /
Onobpeno: Obecneuenne Ka‘ZCCTBa/OTBeTCTBCHHoe
/’Qéw |ceamina

JINO!:

o)

Date /
Hata: 13.04.2026

Date /
Jara: 13.04.2026

Date / i
Jara: 13.04.2026

Date / 7
JHara:

; I?Jfﬂf/%,e

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

CIN: L85195AP1984PLC0O04507
www.drreddys.com
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Dr.Reddy’s Q;’

CERTIFICATE OF ANALYSIS

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

Viii. Krol, Nalagarh Road, Baddi,
Diste. Soian, H1.P., 173 205, INDIA

CEPTHO®UKAT AHAJIM3A

Tel : +21 98165 56001-02
WWW.GTreddys.com

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoayxr: Keropoa® Dxenpecce (keroposiak) TaGieTku, AUCHeprupyeMbie B Ho10c¢TH pTa, 10 Mr

anuenzus Ne

Market / Peinox :Russia / Poccus

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

Cepus Ne B ¥200I0T O6bem cepun " 36,00,000 Tab
Analytical Repo:‘t No/ - 040003365231 Date of Analysis / - 13.04.2026
AHajguTHYecKHii oTuyeT Ne Jara ananu3a

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

JaTa npou3BoacTsa I'onen g0

Mfg. License No. / L Ty

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

Analysis performed according ND: / Ananu3z nposenen mo HJI: JITI-Ne(004669)-(PT-RU)-190224
PIL version approved: / Uuctpykuus yrBepxkaeHa: 21.04.2025

Page2 of 11/ Crp. 2 u3 11

No

No Test / [Toxazarens

Results / PesyabTaTbl

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 ynepXHBaHHA OCHOBHOTO THKAa Ha

XpoMarorpaMme HCIIBITYEMOIO pacTBopa
JIOJDKHO COOTBETCTBOBATh BpPEMEHHU
YAEpKUBAHUA OCHOBHOTO THKa Ha
XpOMAaTorpaMMe  pacTBOpa  CTaHAApPTHOTO

obpasLa KeTopojlaka TpoMeTaMuHa (paszen
«KonuuecTBeHHOE OIIpeaeneHue).

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
[Mpumeyanue: [IponykT cooTBETCTBYET TpeboBaHuAM HJ{ 3axmoyenne: OJOBPEHO
Prepared by / Checked by / Checked by (AQA) / [|Approved by: Quality Assurance/Authorized person /
[Toarorosneno: Shagun ITposepeno:Pravesh [Tposepeno (AOK): [|Onobpeno; Obecneyerme lé&‘lCCTBB/OTBCTCTBCHHO&
Rana 4 Amit Kumar Jmuozﬂllzf_p_a\,' |Coart A
il 2 I N (o8
-
Date / Date / Date/ Date / K \ V/\If} q/o'vé’
Hara: 13.04.2026 Jlara: 13.04.2026 Jara: 13.04.2026 Jlara: P

Registered Office: 8-2-337, Road No. 3, Banjara Hiiis, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, trnail: mail@drreddys.com
CiN: L85195AP1284PLCO04507
www.drreddys.com




Dr.Reddy’s ":'.

Dr. Reddy's Laboratories Ltd.
Formulation Unit-6
Vi, Khol, Naizgarh Road, Baddi,

CEPTUOUKAT AHAJIU3A

Tel: +21 98165 56001-02
WWW.GIresty:.com

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
IpoaykT: Kertopon® Dxcnpece (keTopoaak) TabiieTKH, AHCNEPrUpyeMble B MOJIOCTH PTa, 10 mMr

Market / Pbinox :Russia / Poccus

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

Cepus Ne S O6Bem cepuu © 36,00,000 Tab

Analytical Repourt No/ . 040003365231 Date of Analysis / - 13.04.2026

AHaNHTHYECKHIT oTueT Ne Jara anannza

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

JlaTa npou3BoICTBA TI'ogen g0

Mfg. License No. / MA number: /

I[IpousBoacTBEHHAsI : MNB/05/263 H : JITI-Ne(004669)-(PT'-RU)
omep PY

JHIeH3us Ne

Analysis performed according ND: / Ananus nposenen no HJI: JIII-Ne(004669)-(PT-RU)-190224
PIL version approved: / UucTpykuus yreepxaena: 21.04.2025

Page3 of 11/ Crp.3 3 11

Results / PesynabTaThl

Specification / Hopma

T Test / IlokasaTesb
Ne
Butylhydroxyanisole /
Bymunzudpokcuanuson

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 yAEpKUBAHUSA MUKOB 2-
OyTUNTHAPOKCHAHH301a u 3-
OyTUJITHOPOKCHAaHM30Jla HAa  XpoMaTorpamme
HCIIBITYEMOTO pacTBopa JIOJIXKHB!
COOTBETCTBOBATh  BpPEMEHAM  YAePKUBAHUS
nMkoB  2-OyTWATMApOKCHAHW30Ma M 3-
OyTHATHIPOKCHAHM30JIa HA  XpOMaTorpamMe
pactBopa CTaHIapPTHOTO obpasua
Oytunrunpokcuanusona (paszgen «CopepxaHue
OYTHITHAPOKCUAHU30JIAY).

Remarks : The Product confirms to ND/
Ilpumeyanue: IIponykT cootBeTcTBYeT Tpedopanuam HJI

Conclusion : APPROVED /
3aknwuenne: OJOBPEHO

Prepared by /

L~

Checked by /

IToaroroeneHo: Shagun [Mposepeno:Pravesh

Rana j

[Mposepeno (AOK): ||Onobpe
Amit Kumar JIHLO:

R

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

: ObecnevyeHue kauecTBa/OTBETCTBEHHOE

1 lcaun~

Date /
|Hara: 13.04.2026

Date /
Jara: 13.04.2026

Date / Date /
Jlara: 13.04.2026 Jara:

e

Registered Office: 8-2-

37, Road No. 3, Banjara Hiils, Hyderabad - 500034, Telangana, India

Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com

CIN: L85195AP1884PLC0O04507
www.drraddys.com




Dr.Reddy’s ":‘.

CERTIFICATE OF ANALYSIS

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

Yili. Kiol, Naiagarh Road, Baddi,
Diste. Soian, m.P., 173 205, INDIA

CEPTUOPUKAT AHAJIN3A

Tel . +91 9€165 56001-02
WWW.CITe s com

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
IpoaykTt: Ketopoa® Ixcnpece (keToposiax) TabieTKu, AUCIEPrUpyeMble B I0JIOCTH pTa, 10 mr

Market / Poinok :Russia / Poccus

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

Cepusi Ne il O06beM cepuu © 36,00,000 tab

Analytical Repo:'t No/ - 040003365231 Date of Analysis / . 13.04.2026

AHaTHTHYECKHH oTUeT Ne JlaTra anannza

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

JaTa npousBoacTraa I'omen no

Mfg. License No. / MA number: /

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

auueH3us Ne

Analysis performed according ND: / Anaaus npoeegen mo HJI: JIII-Ne(004669)-(PI'-RU)-190224
PIL version approved: / Mucrpykuus yreepxaena: 21.04.2025

Page4 of 11/ Crp. 4 n3 11

i:) Test / ITokazaTenb Results / PeayabTaThi Specification / Hopma
3 Average weight / Cpeausist 69.9 mg /69,9 mMr 672mg to 72.8mg (70.0mg + 4.0%). /
Macca Ot 67,2 mr o 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%. /
Onn y gcc . Complies / CooTBeTCTBYET 18/20 Tabnerok — He Oosee £ 10 %,;
ARDPOAHOETS MABECH 2/20 Tabnetok — He 6onee = 20 %.
4 Disintegration time /
Pacnapaemocthb )
00 min 24 sec / 00 MuH 24 cex Not more than 3 min. / He 6osee 3 MUH.
5 Dissolution / PacTBopenue Unit-1/ Tabn-1 99 % Not less than 75 % (Q) of CisH3NO3+C4H 1 NO;
) (ketorolac tromethamine) in 15 min. / He MeHee
;] ¥ 0
Unit-2 / Ta6x1-2 100 % 75 % (Q) C15H|3N03'C4H1 |NO3 (KeTOpOJ‘laKa
Unit-3 / Ta6n-3 100 % TPOMETAMUKH) yepe3 15 MUH.
Unit-4 / Tabn-4 100 %
Unit-5 / Tabn-5 101 %
Unit-6 / Ta6a-6 101 %

Remarks : The Product confirms to ND/
IIpumeuanue: [Tpoayxr coorBeTcTBYET TpeboBaHusM H/J

Conclusion : APPROVED /
3akmouenune: OJJOBPEHO

Prepared by / Checked by / Checked by (AQA) / [|Approved by: Quality Assurance/Authorized person /
[ToarorosneHo: Shagun [TpoBepeno:Pravesh [Tposepeno (AOK): [|Onobpeno: ObecneueHue kadecTBa/OTBETCTBEHHOE
Rana Amit Kumar o (y ' lad lCond
42& o [\ —
= path L
Date / Date / Date / Date / [\ PAY b
Hara: 13.04.2026 Jata: 13.04.2026 Hata: 13.04.2026 Jlara: /I/o

Registered Office: 8-2-337, Road No. 3, Banjara Hiils, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLCO04507

www.drreddys.com




Dr.Reddy’s ":'.

CERTIFICATE OF ANALYSIS

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

Vili. Khol, Nalagarh Road, Baddi,
Distt. Solan, i1.P.,, 173 205, INDIA

CEPTUOPUKAT AHAJIM3A

Tel 1 +91 58165 56001-02

www.arreddys.com

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
IpoaykT: Keropon® Ikcnpece (keToposak) TabaeTKH, AUCIeprupyemMbie B 00J10cTH pra, 10 mr

Market / Prinok :Russia / Poccus )

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

Cepus Ne i Y2UDies O6bem cepuu © 36,00,000 Tab

Analytical Repo:‘t No/ - 040003365231 Date of Analysis / - 13.04.2026

AHaJuTHYeCKHH oTyeT No JlaTa aHanuza

Date of Manufacture / . 03/2026 Date of Expiry / . 02/2008

JlaTa npou3BoaCTBA T'onen no

Mfg. License No. / MA number: /

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

JaumeH3us Ne

Analysis performed according ND: / Ananu3 nposeaen mo HJI: JIII-Ne(004669)-(PT-RU)-190224
PIL version approved: / MucTpyknus yreep:kaena: 21.04.2025

PageSof 11/ Crp.5u3 11

i.g Test / [TokazaTenn Results / PesynabTaTst Specification / Hopma
6 Particle size distribution / Complies / CooTBETCTBYET A uniform suspension passing through a 710 pm
JucnepcHocTb sieve is formed. / OOpasyerca onHOpogHASA
CYCIIEH3HUs, TMpOXOoJsllas CKBO3b  CHTO
pasMepoM oTBepcTHit 710 MKM.
7 Impurities / IIpumecu

1-hydroxy analog of
ketorolac: /
1-ruapokcuananor

Below LOD (LOD = 0.0010 %)
/ Huxe npenena oOHapysKeHuUs

(ITO = 0,0010 %)

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

KeTopoaka
1-keto analog of ketorolac / 0.04 % not more than 0.8 %; / ne 6onee 0,8 %;
1-keToaHaNoOr KeTOpoaKa
unidentified impurity / 0.01 % not more than 0.5 %; / ve 6onee 0,5 %;
eAMHUYHas
HeuaeHTHGUIUpOBaHHAS
npUMeCch
total impurities / 0.0493 % not more than 1.0 %. / He 6onee 1,0 %.
CyMMa NpUMecei
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
[Tpumeyanne: IIpoaykT cooTBeTCcTBYET TpeboBaHuAM HJ 3axirouenne: OJJOBPEHO
Prepared by / Checked by / Checked by (AQA) / |[Approved by: Quality Assurance/Authorized person /
[TonrorosneHo: Shagun [Tposepeno:Pravesh [Ipoepeno (AOK): ||Onobpeno: Obecneuenue kauecTBa/OTBETCTBEHHOE
Rana / Amit Kumar NHLO: ' v {C@uj"\ﬂ
<>, U /\
1 _ /\ il /)b
- e w——
Date / Date / Date / Date / { \?)4?7/10‘)/
Hara: 13.04.2026 JHara: 13.04.2026 Jlata: 13.04.2026 Hara: ‘,,

Registered Office: 8-2-337, Road No. 3, Banjara Hiils, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLCO04507

www.drreddys.com




Dr.Reddy’s ":’.

CERTIFICATE OF ANALYSIS

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

Viii. Khol, Naiagarh Road, Baddi,
Diste. Solan, r.P., 173 205, INDIA

CEPTUOUKAT AHAJIM3A

Tel: +21 52165 56001-02

WWW.Gretov..com

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoayxr: Keropoa® Dkenpece (keToposiak) TaGjeTKH, AHCHEPrupyeMble B II0JOCTH pTa, 10 mr

Jmnensus Ne

Market / Poinox :Russia / Poccus

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

Cepus Ne 3 V2aNTel O6Bbem cepuu " 36,00,000 Tab
Analytical Repourt No/ . 040003365231 Date of Analysis / . 13.04.2026
AHanuTHYecKkHil oTueT No JlaTa anagu3za

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

JlaTa npou3BOACTBA Ioxen g0

Mifg. License No. / MA number: /

IIpon3BoacTBeHHAS : MNB/05/263 Homep PY : JIII-Ne(004669)-(PT'-RU)

Analysis performed according ND: / Ananu3s nposenen no HJI: JIII-Ne(004669)-(PI'-RU)-190224
PIL version approved: / MucTpykuus yrBepxaena: 21.04.2025

Page 6 of 11/ Crp. 6 n3 11

i.g Test / [loxasaTtesb Results / PesyabTaThi Specification / Hopma

8 Water content / 23% Not more than 7.0 %. /
ConepxaHue BOJbI He 6onee 7,0 %.

9 Residual solvents / OcTtaTouHble OpraHHYecKHe PACTBOPHTEIIH
Isopropyl alcohol / Sug/tab / Not more than 350 pg/tab. /
Hzonponanon S MKT B TabneTke He 6onee 350 mxr B Tabnetke.

Remarks : The Product confirms to ND/
Ipumeuanue: Ilpoaykt cooTBeTcTBYET TpeboBanuam HJL

Conclusion : APPROVED /
3akaoyenne: OJOBPEHO

Prepared by /
[ToprorosieHo: Shagun

-~

Checked by /
[Mposepeno:Pravesh

Rana /
1

Amit Kumar

j\ S
e

Checked by (AQA) /
ITposepeno (AOK):

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

nuuo:@)w (oAt

/70

'

Date /
JaTta: 13.04.2026

Date /
Hata: 13.04.2026

Date /
Jara: 13.04.2026

Date /
Hara:

\f\

~

vy

Registered Office: 8-2-337, Road No. 3, Banjara Hiils, Hyderabad - 500034, Telangana, India
Tel: +91 40 4500 2900, Fax: +91 40 4900 2939, Email: mail@drreddys.com
CIN: L85195AP1884PLCO04507
www.drreddys.com




Dr.Reddy’s ":‘

CERTIFICATE OF ANALYSIS

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

Viii. Khol, Naizgarh Road, Baddi,
st Soian, m.P., 173 205, INDIA

CEPTU®UKAT AHAJIM3A

Tel 1 +21 98165 56001-02

WWW.EEreSnVs om

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Hpoaykr: Keropoa® Ixenpece (keToponak) TabiieTku, fucneprupyemMple B moJjoctu pra, 10 mr

Market / Poinok :Russia / Poccust

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

Cepus Ne s e O0beM cepun " 36,00,000 Tab
Analytical Repourt No / . 040003365231 Date of Analysis / - 13.04.2026
AHajIHTHYECKUH oTUeT No JaTta ananuza

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

Jlata npou3BoJcTBa T'onen xo

Mfg. License No. / MA number: /

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

JIHMUEH3Hsa No

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

Page 7 of 11/ Crp. Tu3 11

N.N‘f Test / Iloka3zaTenn Results / PesyabTaTh! Specification / Hopma
10 Microbiological purity*/ Mukpotuonoruueckasi uucrora*
Total Aerobic Microbial NA not more than 10> CFU/g; /
Count / obliee yuciio He 6onee 103 KOFE/r;
a3pOOHBIX MHKPO-
OpraHu3MOB
Total Combined Yeast and NA not more than 102 CFU/g; /
mold count / ob1mee yucno He 6onee 102 KOE/r;
JPOJOKEBBIX U IJIECHEBBIX
rpubos
Escherichia Coli NA shell be absent in 1 gram. /
OTCYTCTBUE B 1 T
11 Uniformity of dosage units / Acceptance value (4¥) not more than 15.0
OnHopoaHoCTh 6.2 IToxazarens npuemnemoctu (A V) noswkeH 6bIiTh
[X0O3MPOBAHHBIX €AHMHHIL ) He 6osee 15,0,
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
IIpumeuanne: Ilponykxr cooTBeTcTBYET TpeboBaHusaM HJJ 3aknwouenne: OJJOGPEHO
Prepared by / Checked by / Checked by (AQA) / ||Approved by: Quality Assurance/Authorized person /
[Togrotoeneno: Shagun [TpoBepeno:Pravesh [Tpoeepeno (AOK): ||Onobpeno: OGecneueuug kauecTBa/OTBETCTBEHHOE
Rana Amit Kumar Jmuozf’zi; ) [(ann
= = L] -/aM £
Date / Date / Date / Date / O 50/0 v
Jara: 13.04.2026 JHara: 13.04.2026 Jara: 13.04.2026 Jara: -

Registered Office: 8-2-337, Road No. 3, Banjara Hiils, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1284PLC0O04507
www.drrezddys.com




Dr.Reddy’s ":’.

CERTIFICATE OF ANALYSIS

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

Vili. Kihol, Naiagarh Road, Baddi,
Distt. Solan, 1.F.,, 173 205, INDIA

CEPTUOUKAT AHAJIN3A

Tel 1 +81 98165 56001-02

WWW.Grreadys.com

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
IpoaykT: Keropon® Jkcupecc (keToponak) Tab/IeTKH, JHCIEPrUpyeMble B OJOCTH pra, 10 mr

Market / PoiHok :Russia / Poccus

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

Cepus Ne % ¥2600767 O6bem cepuu " 36,00,000 Tab

analysical RegurtNor : 040003365231 Date of Analysis./ © 13.04.2026

AHannTu4yeckuii oTyer Ne JlaTa anann3a

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

JaTa npon3BoACTBA I'ogen no

Mfg. License No. / .

IpoussocTRennas . MNB/05/263 i . JITI-Ne(004669)-(PT-RU)
Homep PY

JHueH3HsT Ne

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

Page 8 of 11/ Crp. 8 m3 11

i.g Test / [TokazaTens Results / PesynabTaTnl Specification / Hopma
12 Assay / KonnuecTBeHnHoe 9.8 mg/9,8 mr From 9.0 mg to 11.0 mg of
onpejejienue (98.3 %) CisH13NO3*C4H  1NO3 (ketorolac tromethamine)
(from 90.0 to 110.0 % of the label claim) per
tablet. / Or 9,0 Mr hile} 11,0 mr
Ci5sHi3NO3*C4H; 1NO3 (keToponaka
TpomeramuH) (ot 90,0 mo 1100 % or
3asiBJIEHHOTO KOJIM4EeCTRa) B Ta0JEeTKe.
13 Butylhydroxyanisole 0.0977 mg/tab / Not less than 0.042 mg/tab. /
content / Copepxanue 0,0977 mr B TabneTke He menee 0,042 mr B Tabnetke.
Oy TUJITHAPOKCHARKM30J12

Remarks : The Product confirms to ND/
[Mpumeuanne: IIpoaykt cooTBeTCTBYET TpeboBanusm HJL

Conclusion : APPROVED /
3akmoyenune: OJJOBPEHO

Prepared by /
[Toarorosneno: Shagun

%7/

Checked by /
ITposepeno:Pravesh

Rana
1/

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

Approved by: Quality Assurance/Authorized person /
Onodpeno: Obecneuenne kayectsa/OTBETCTBEHHOE

SHLO: G%:l)ﬂ\l \conjnn
'_/\
» il /79

Date /

Jlara: 13.04.2026

Date /
Hara: 13.04,2026

Date /

Jlara: 13.04.2026

Date / I
Jlara:

3
\/ /VD

Registered Office: 8-2-337, Road No. 3, Banjara Hiils, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Ernail: mail@drreddys.com
CIN: L85195AP1984PLC0O04507
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Dr.Reddy’s €¢

CERTIFICATE OF ANALYSIS

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

Yili. Khol, Naiegarh Road, Baddi,
Diste. Soian, i.P, 173 205, INDIA

WWW.GCrrely-.Com

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
IpoaykT: Keropon® Ikcnpecce (keroposaax) TabieTku, AHCHePrEpyeMble B 010¢TH pTa, 10 mr

Market / Peinok :Russia / Poccus

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

Cepus Ne t W2sUl707 O06bem cepunm " 36,00,000 Tad
Analytical Repourt No/ . 040003365231 Date of Analysis / . 13.04.2026
Anaautayeckuid oTuet Ne JlaTa anaiania

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

Jara npounsBoacraa I'oaen po

Mfg. License No. / MA number: /

IMpoussoacTBeHHAN : MNB/05/263 Howmep PY : JITI-Ne(004669)-(PT-RU)

aunenzus Ne

Analysis performed according ND: / Ananu3 nposeagen mo HJ/I: JITI-Ne(004669)-(PT'-RU)-190224
PIL version approved: / MHcTpykuus yreepxaena: 21.04.2025

Page 9 of 11/ Crp. 9 m3 11

Onucanne ynakoBkH

(PA/AL/PE with
desiccant/HDPE) foil // (PE/AL)
foil. 2 blisters with patient
information leaflet in a carton
pack. / Tlo 10 Ttabnerox B
onucrepe wu3 (ITA/AJIIID ¢
Biaronorynorutenem/I19BIT)

donsru // (II3/AJl) doneru. To
2 GnucTepa BMECTE C JIMCTKOM-

1;.00 Test / IlokazaTennb Results / PesyabTaTh! Specification / Hopma
14 Package description / 10 tablets in a blister of | 10 tablets in a blister of (PA/AL/PE with

desiccant/HDPE) foil // (PE/AL) foil. 1 or 2
blisters with patient information leaflet in a
carton pack. / [lo 10 tabneTox B Guucrepe u3
(TA/AJU/TID ¢ Bnaronornotutenem/I[OBIT)
¢oneru // (IT2/AJ1) doaern. Mo 1 wmm 2
Onuctepa BMECTE C JIMCTKOM-BKJIAJbIILEM B
IaukKy KapTOHHYIO.

BKJIAABIIIEM B
KapTOHHYIO.

nauky

* 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.
* [Ipu BbIYCKeE JIEKAPCTBEHHOTO MpenapaTa KOHTPOJIb KauecTBa o nokasarenio «Mukpobuoaornyeckast
YMCTOTA» NPOBOANTCS AJ1s Kax10ii 20-0ii cepuu, WM AJS OAHOI CepHH B rojl, B 3aBHCHMOCTH OT TOr0, YTO

HACTYNUT paHblIE.

Remarks : The Product confirms to ND/
Mpumeuanue: Iponykt coorBercTBYeT TpeboBaHMAM HJL

Conclusion : APPROVED /
3akmouenue: OJJOBPEHO

Prepared by / Checked by / Checked by (AQA) / ||Approved by: Quality Assurance/Authorized person /
[Noaroroeneno: Shagun [Tpoeepeno:Pravesh Mposepeno (AOK): [|Onobpeno: OGgeneuenue kauecta/OTBETCTBEHHOE
Rana Amit Kumar LTHIGE } S ol LM A
8 -- s 290
- 0
o

Date / Date / Date / Date / ( \ o ) 3 Y
Jata: 13.04.2026 Jara: 13.04.2026 Jara: 13.04.2026 Hata: P

Registered Office: 8-2-337, Road No. 3, Benjara Hiils, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Ernail: mail@drreddys.com
CIN: L85195AP1884PLCO04507

www.drraddys.com
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Dr.Reddy’s ‘,‘o‘

CERTIFICATE OF ANALYSIS

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

Yiii. Khol, Nalagarh Road, Baddi,
Disto. Solan, H.7., 173 205, INDIA

CEPTHOHUKAT AHAJIU3A

Tel . +81 98165 56001-02

WWW.GITeaavs.com

[Product : Ketorol Express (ketorolac) Orally Dis
Hpoaykr: Keropoa® Dxenpece (keroposnax) Tadi

integrating Tablets 10 mg
€TKH, ANCIIeprupyemMble B M0JOCTH pTa, 10 Mr

Market / Peinox

:Russia / Poccus

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

Cepus Ne + ¥zollito] O6bem cepuu © 36,00,000 Tab

Analytical Repovrt No/ - 040003365231 Date of Analysis / . 13.04.2026

AHanuTu4ecknii oTuer Ne JlaTa anasusa

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

JMara npou3BoacTBa Topen g0

Mfg. License No. / MA number: /

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

JuneH3nst Ne

Analysis performed according ND: / Ananu3 nposeaen no HJI: JIHI-Ne(004669)-(PT'-RU)-190224
PIL version approved: / UncTpykuus yrBepxkaena: 21.04.2025

Page 10 of 11 / Crp. 10 u3 11

API name / HaumenoBanue A®C:

Ketorolac tromethamine / Keroponaka TpomeTamuu

INN / MHH:

Ketorolac / Ketoponak

API manufacturer batch number /

I'JId:

Homep cepnu npoussogures ADC: SO
FP Manufacturer API Batch number /
Homep cepun cy0cTaHIMH NPOU3BOIHTEIS FESAO0536

API Manufactured by & country /
IIpoussoaurenn APC, crpana:

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

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

HaumeHoBaHue, agpec, THUEH3HA JJIsI
IpousBoacreennas nmiaomwaaka / Ilnomaaka
KoHTpoJs KauecTBa / ILomaaka Beimycka

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

J-p Pennu’c JlaGoparopuc Jlta., Munus, [IpoussoacteeHHoe
noapasaenenue-6, Bunn. Kxons, Hanarapx Poyn, bapnu, Tuctpukr
Conan, X.I1., 173205, Uupus (muenzus Homep MNB/05/263)

Declaration of certification: «I hereby certify that the above information is authentic and accurate. This batch of
ging/labeling and quality control at the above mentioned site(s) in
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

product has been manufactured, including packa
full compliance with the GMP requirements of

Economic Union is established».

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
[Tpumeyanue: IIpoaykt coorBeTcTBYET TpeboBaHuAM HJL 3aknoyenue: OJJOBPEHO
Prepared by / Checked by / Checked by (AQA) / ||Approved by: Quality Assurance/Authorized person /
|IToarotoeneHo: Shagun Ipoepeno:Pravesh [Tposepeno (AOK): [|Opobpeno: Qbecneuenne kavectsa/OTBeTCTBEHHOE
Rana g Amit Kumar NULO: ¢ Lo lCaadiwa
§L/ //’ (\ A !

= -/Qay—ér- o)) L
Date / Date / Date / Date / \ | 6} ,)/0)/#
Hara: 13.04.2026 Jlara: 13.04.2026 Jlara: 13.04.2026 Hara: -

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

CIN

: L85195AP1884PLCO04507
www.drreddys.com




Dr. Reddy's Laboratories Ltd.

‘ ® Formulation Unit-6
DI’. Reddy,s ‘... Vili. Khol, Naiagarh Road, Baddi,
CERTIFICATE OF ANALYSIS % 52 1% 173 0% NDIA
CEPTHOMKAT AHAJIM3A & 77178400 §

www.arreddys.com

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

poaykr: Keropoa® Dxenpece (KeToposak) Tab/ieTkH, AHCTIEprupyeMbie B mojiocTu pra, 10 mr

Market / Poinok :Russia / Poccust

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

Cepus Ne Ak O0bem cepun " 36,00,000 Tab

Analytical Repo:‘t No/ . 040003365231 Date of Analysis / . 13.04.2026

AHaJuTu4eckHuii oTuer No Jarta ananusa

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

JlaTta npon3BojcTBa I'ogen 10

Mfg. License No. / R —p

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

auuensus Ne

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

PIL version approved: / Hucrpykuus yreepaaena: 21.04.2025

Page 11 of 11/ Crp. 11 u3 11
3akiaouenue o coorsercTBun: «HacTosumM 5 MOATBEPXKIAIO, YTO MPUBEACHHAS BbIle HHPOPMALHS SBISETCS
JIOCTOBEPHOH M TOYHOH. DTta cepus NPOJYKUMHM [poU3Be/ieHa (BKIIOUAs YNakoBKY (MapKHpOBKY) M KOHTPOJIb
KayecTBa) Ha BBILICYKA3aHHOH [POM3BOJCTBEHHON [UIomazake (muiomajgkax) B TMOJHOM COOTBETCTBHH C
TpeboBanusamu [lpaBun Hajuiexamed NPOM3BOACTBEHHOM NMpakTHKM EBpasuiicKoro 3KOHOMHYECKOTO COIO3a M
TpeOOBaHUAMH KOHTPOIIS KauecTBa JIEKAPCTBEHHBIX CPEJICTB, @ TAKXKE B COOTBETCTBHHM CO CrNEUU(PHKALMAMM,
COZIEPIKAIMMHUCS B PETHCTPALIHOHHOM JJOCKE CTPAHBI-UMIIOPTEpa. 3aITMCH 10 MPOU3BOJICTBY, YNAKOBKE M aHAIMU3Y
NPOBEPEHbl, U YCTAHOBIEHO MX cooTBeTcTBHE Tpebosanusam [Ipasui Hazuiexamei npou3BOACTBEHHON NPaKTHKH
EBpa3zuiickoro 3k0oHOMU4ECKOI0 COI03a».

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

IMpumeuanue: [ponykT cooTBeTcTBYET TpeboBanusm HJI 3axniouenue: OJOBPEHO

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

IMoarorosneHo: Shagun [posepeno:Pravesh ITposepeno (AOK): ||Onobpeno: Obecneuenne Ka‘lc%TBa/OTBeTCTBCHHOE:
Rana : Amit Kumar JTHLLO: ) . [Cousn~

&l A ~
g : ‘
Date / Date / Date / Date / VY EAR L
Jara: 13.04.2026 Jlara: 13.04.2026 Jara: 13.04.2026 Jara: 7

Registered Office: 8-2-337, Road No. 3, Banjara Hiils, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Ernail: mail@drreddys.com
CiN: L85195AP1884PLCO0CAS07
www.drreddys.com






