Dr.Reddy’s ":'.

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

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

CERTIFICATE OF ANALYSIS  Tel:+919816656001-02

CEPTU®UKAT AHAJIM3A ww.drreddys.com

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykr: Keropoa® Ixcnpece (keroposaak) TaGeTKH, JucneprupyemMpie B H0J0CTH pra, 10 Mr

Market / Poinok :Russia / Poccus

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

Cepus Ne # W200lsa Oo6neM cepuu " 36,00,000 Tab

snaytical Beport-Nor/ - 040003409074 Date of Analysis/ . ) 5 5026

AHAJHTHYECKHH 0TYeT Ne JaTta anannza

Date of Manufacture / . 04/2026 Date of Expiry / . 03/2028

JlaTa NpoH3BOACTBA T'ogen oo

Mfg. License No. / MA number: /

IIpou3BoacTBEeHHAs : MNB/05/263 ’ : JIII-Ne(004669)-(PT'-RU)
Homep PY

JmueH3un Ne

Analysis performed according ND: / Anaaus nposeaen mo HJ/I: JIII-Ne(004669)-(PT-RU)-190224
PIL version approved: / MucTpykuus yreepxaena: 21.04.2025

Page1of 11/ Crp. 1 13 11

No ; :
No Test / IlokazaTenb Results / PesyabTaTsl 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 mockue
side. / Kpyrible mockue TabneTku ¢ (Gackoil, CBETIIO-KENTOro IBETa C
TabaeTkH ¢ packol, cBETIO- IpaBUPOBKOH «|» Ha OIHOM CTOpOHeE.
XKEJITOTO LIBETA C FPaBUPOBKOI
«|» Ha oHO} cTOpOHE.
2 Identification / UpenTudpurauus

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 MOTOLICHUS HCTILITYEMOTO PacTBOpa U
pacTBopa CTaHAapTHOro o0paslia KeToposaka
TpPOMETaMMHA NOKHBl UMETh MaKCUMYMBI NpH
OIHOM U TOH K€ JJIMHE BONHBI (= 2 HM).

Remarks : The Product confirms to ND/

IIpumeyanue: [Ipoaykr cooreTcTBYET TpeboBanmIM H/J

Conclusion : APPROVED /
3akmaouenne: OJOBPEHO

Prepared by / Checked by /
[MonrorosneHo: Ashish ITpoeepeno: Rama
Kumar Kant

o

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

Approved by: Quality Assurance/Authorized person /
Onobpenp; Obecneuenne kauecTsa/OTBETCTBEHHOE

nuo: /) 2180 [codwn

Date /
Jara: 22.05.2026

Date /
Jlara: 22.05.2026

.Q/ Ajay Kumar Srivastava
bt | S

Date /
Jara: 22.05.2026

/7 L)
Date / i ,’/4/:/0'1,"

Jlara:

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@drreddys.com
CIN: L85195AP1984PLC0O04507

www.drreddys.com




Dr.Reddy’s Q':'.

CERTIFICATE OF ANALYSIS

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

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

CEPTUOPUKAT AHAJIN3A

www.drreddys.com

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Hpoaykr: Keropoa® Ixcnpece (KeTopoJiak) Tab/IeTKH, JUCHEPrupyemMble B NOJI0CTH pTa, 10 mr

Market / PoiHok :Russia / Poccus

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

Cepus Ne V260G OoneM cepun © 36,00,000 Tab

Analytical Report No/ - 040003409074 Date of Analysis / . 92.05.2026

AHAJHTHYECKHH 0TYeT No JlaTa ananu3za

Date of Manufacture / . 04/2026 Date of Expiry / . 03/2028

JaTta npou3BoacTBa TI'ogen 1o

Mfg. License No. / MA number: /

IIpousBoacTBeHHAR : MNB/05/263 : : JII-Ne(004669)-(PI'-RU)
Homep PY

auueH3us Ne

Analysis performed according ND: / Auasu3 nposenen mo HJ/I: JITI-Ne(004669)-(PT-RU)-190224
PIL version approved: / MucTpykuus yreepxaena: 21.04.2025

Page2 of 11/ Crp.2 n3 11

No

Test / IlokazaTesb
Ne

Results / PesynsTaThl

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 yIepXHBaHHS OCHOBHOTO IHKa Ha

XpoMarorpaMme HCIIBITYEMOTO pacTBopa
JOJHKHO COOTBETCTBOBATh BpEMEHHU
YAEPKUBAHUS OCHOBHOIO nuKa Ha
Xpomarorpamme pacTBopa CTaHAAPTHOTO

obpaslia KeTopojaka TpoMmeTamuHa (paszen
«KoJIM4ECTBEHHOE OTIPEHEICHHEY).

Remarks : The Product confirms to ND/

IIpumeuanue: [IpoaykT cooTBeTCTBYET TpeboBaHuaM HJ

Conclusion : APPROVED /
3aknryenue: OJIOBPEHO

Prepared by / Checked by / Checked by (AQA) / Approved by: Quality Assurance/Authorized person /
[MToaroroeneno: Ashish [TposepeHo: Rama [Tposepeno (AOK): Onobpena: Obecneuenue kauectsa/OTBeTCTBEHHOE
Kumar ‘ Kant d__ Ajay Kumar Srivastava ||{nu1o: ! o \CWAM
B 6&\%/ By a
s \ i
Date / Date / Date / Date / ( \%51 v e
Jara: 22.05.2026 Hara: 22.05.2026 JNara: 22.05.2026 Jata: - ’)/D

£

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@drreddys.com
CIN: L85195AP1984PLC0O04507

www.drreddys.com




Dr.Reddy’s ":'.

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

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

CERTIFICATE OF ANALYSIS  Tei:+91 98166 56001-02

CEPTUO®HKAT AHAJIU3A

www.drreddys.com

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
poayxr: Keropoa® Dxenpece (keToponak) TabaeTku, AHcneprupyemMsie B Mo10c¢Th pra, 10 mr

Market / Prinok :Russia / Poccus

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

Cepus Ne e V2301076 Ob6bem cepuu " 36,00,000 Tab

Analytical Repo‘}‘t No/ - 040003409074 Date of Analysis / - 22.05.2026

AHANHTHYECKHIT oTyeT Ne Jara anajausa

Date of Manufacture / - 04/2026 Date of Expiry / . 03/2028

JlaTta npou3BoacTBa I'osen 10

Mfg. License No. / MA number: /

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

aunuenzus Ne

Analysis performed according ND: / Anasu3s mposegen no HJI: JITI-Ne(004669)-(PT'-RU)-190224
PIL version approved: / Uncrpykuus yreepxaena: 21.04.2025

Page3 of 11/ Crp.3 u3 11

No
No

Test / Iloka3zaTenn

Results / PesynbTaTs!

Specification / Hopma

Butylhydroxyanisole /
Bymuneuopoxcuanuson

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 yAEepPKUBAHUA MHUKOB 2-
OyTWIrHAPOKCHAHU30A H 3-
OyTWITMAPOKCHAHM30IA HA  XpomarorpaMmme
HCIIBITYEMOTO pacTBopa JIOTKHBI
COOTBETCTBOBATH  BpeMeHaM  YACpXKHBaHUS
nukoB  2-OyTunrmapokcHanmsona u 3-
OyTHATHAPOKCHAHM30NA HA  XpOMaTorpamme
pacreopa CTaHapTHOTO obpasua
Oyrunruapoxcuanusona (paspen «Conepxkanue
OYTHATHPOKCHAHU30NAY).

Remarks : The Product confirms to ND/

TMpumeyanne: [IpoaykT cooTBeTcTBYET TpeboBaHmaM HJ

Conclusion : APPROVED /
3axmwouenne: OJOBPEHO

Prepared by / Checked by / Checked by (AQA) / Approved by: Quality Assurance/Authorized person /
IMoaroTosnexo: Ashish [Tposepeno: Rama [Tposepeno (AOK): Opnobpeno: Obecneuenue kauecTBa/OTBETCTBEHHOE
Kumar Kant Ajay Kumar Srivastava |[nuito: @9’ w \C&Aﬁm
‘ NAN
W \ - L/l7 & - 3/
Date / Date / Date / Date / 1 AQ,”;'&W
Jara: 22.05.2026 Iara: 22.05.2026 Hara: 22.05.2026 Hara: -

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

CIN: L85195AP1984PLCO04507
www.drreddys.com
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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

CEPTHOHUKAT AHAJIU3A

www.drreddys.com

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoayxr: Ketopoa® Jxenpece (keToposak) TabaeTKH, AHCHeprupyemMble B moJ10cTd pra, 10 mr

Market / Poinok :Russia / Poccus

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

Cepusi Ne § V2601015 O0beM cepHu " 36,00,000 Tab

Analytical Repourt No/ . 040003409074 Date of Analysis / . 97.05.2026

Anaaurudeckuii oruer No JlaTa ananusa

Date of Manufacture / . 04/2026 Date of Expiry / . 03/2028

JlaTa npon3BoacTBa T'omen 10

Mfg. License No. / VA naihas ]

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

Junensusi Ne

Analysis performed according ND: / Ananu3 nposeaen no HJI: JITI-Ne(004669)-(PT'-RU)-190224
PIL version approved: / Mucrpykuus yreepxaena: 21.04.2025

Page4 of 11/ Crp.4 3 11

l;.:) Test / [Toka3arennb Results / PesyasTaThl Specification / Hopma
3 Average weight / Cpennss 70.5 mg /70,5 mr 672mg to 72.8mg (70.0mg = 4.0%). /
Macea Ot 67,2 mr no 72,8 mr (70,0 mr + 4,0 %).
18/20 tablets - not more than + 10 %;
Uniformity of weight / 2/20 tablets - not more than + 20%. /
Oiing OHH):)CTB Magccu Complies / CooTBETCTBYET 18/20 Tabmetox — He OGonee 10 %;
P 2/20 Tabnetok — He Gonee + 20 %.
4 Disintegration time /
Pacnapaemoctn )
00 min 19 sec / 00 muH 19 cex Not more than 3 min. / He 6onee 3 MuH.
5 Dissolution / PacTBopeHue Unit-1/ Ta6n-1 102 % Not less than 75 % (Q) of C;sHi3NO3*C4H;NO3
) (ketorolac tromethamine) in 15 min. / He menee
A " 0,
Unit-2 / Ta6n-2 95 % 75 % (Q) CisHisNO3*C4Hy NO3 (xeToponaka
Unit-3 / Ta6n-3 97 %, TpOMETaMuH) yepe3 15 MuH.
Unit-4 / Tabn-4 97 %
Unit-5 / Tabn-5 97 %
Unit-6 / Tabn-6 97 %

Remarks : The Product confirms to ND/

IMpumeuanne: [Ipoaykt cooTBeTcTBYyeT Tpeboranusam HJJ

Conclusion : APPROVED /
3akmiouenue: OJJOBPEHO

Prepared by / Checked by / Checked by (AQA) /
[ToarorosiieHo: Ashish ITpoBepeno: Rama I[Tporepeno (AOK):
Kumar Ajay Kumar Srivastava

Kant
Jt

Any

b

a./_

ps

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

Jmuo:@w (conTwA

o
Date /

Jlata: 22.05.2026

Date /
Jlata: 22.05.2026

Date /
Jara: 22.05.2026

Q s
Date / X oM 7
Jlara: ()/0

——

Registered Office: 8-2-337, Road No. 2, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLC0O04507

www.drreddys.com
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Dr.Reddy’s ‘,’o‘

CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories Ltd.

Formulation Unit-6

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

CEPTUOUKAT AHAJIM3A

www.drreddys.com

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykt: Ketopon® Dkcnpecc (keroposak) Tab/eTKl, AHCIEePrupyeMble B MOJI0CTH pTa, 10 mr

Market / Peinox :Russia / Poccus

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

Cepus Ne ENBOLITS O6BeM cepuu " 36,00,000 Tab

Analytical Repourt No/ - 040003409074 Date of Analysis / . 92.05.2026

AHAJMUTHYECKHH oTueT No JlaTa ananusa

Date of Manufacture / . 04/2026 Date of Expiry / . 03/2028

JdaTa nmpousBoacTBa I'open no

Mfg. License No. / MA number: /

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

JIHIEeH3us No

Analysis performed according ND: / Anaans nposenen mo HJI: JITI-Ne(004669)-(PI'-RU)-190224
PIL version approved: / Uucrpykuus yreepxaena: 21.04.2025

PageSof 11/ Crp. Su3 11

‘1}2 Test / [lokasaTenn Results / PesyabraTbl Specification / Hopma
6 Particle size distribution / Complies / CooTBeTCTBYET A uniform suspension passing through a 710 pm
HducnepcHoctb sieve is formed. / OG6pasyercs omHOopomHas
CYCIIeH3Us, INpoXoJduas CKBO3b CHTO C
pa3zMepoM oTeepcTuii 710 MKM.
T Impurities / IIpumecu

1-hydroxy analog of
ketorolac: /
1-ruapoxcuananor

Hwxe npenena oOHapyKeHus
(TT0 =0,0010 %)

Below LOD (LOD = 0.0010 %) /

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

Kumar

JLom

Kant g’p\(}q;

Ajay Kumar Srivastava

KeTopoJsiaka
1-keto analog of ketorolac / 0.04 % not more than 0.8 %; / ue 6onee 0,8 %;
1-keToaHaJIoT KeTopoJaka
unidentified impurity / 0.01 % not more than 0.5 %; / ne 6onee 0,5 %;
eIUHUYHas
HeuIeHTH(PUIMPOBAaHHASL
npUMech
total impurities / 0.1 % not more than 1.0 %. / ue Gonee 1,0 %.
CyMMa NpuMeceit
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
IIpumeuanue: IIpoayKT cooTBETCTBYET TpeboBaHusaM H/L 3axmouenne: OJJOBPEHO
Prepared by / Checked by / Checked by (AQA) / Approved by: Quality Assurance/Authorized person /
[Toarotoeneno: Ashish [TposepeHo: Rama [Iposepeno (AOK):

Onobpeno: ObecneyeHue kauecTBa/OTBETCTBEHHOE
5 o
uo: /[ ¢ aina

Date /

Jlara: 22.05.2026

Date /

Hara: 22.05.2026

Ay

Hara: 22.05.2026

@wb 3
Date / { %1

Jara: ”

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@drreddys.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
Tel: 491 98166 56001-02

CEPTUOUKAT AHAJIM3A

www.drreddys.com

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Mpoaykr: Keropoa® Dkcnpece (keToposiak) TabJleTKH, JHCHEPrupyeMble B OJOCTH pTa, 10 mr

Market / Poinok :Russia / Poccust

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

Cepus Ne S YZellioeg O0Bem cepuu " 36,00,000 Tab

Analytical Repovrt No/ . 040003409074 Date of Analysis / - 22052026

AHanuTHYeCKHi oTueT Ne JaTa ananusa

Date of Manufacture / . 04/2026 Date of Expiry / . 03/2028

JlaTa npon3BoacTBa I'ogen oo

Mfg. License No. / MA number: /

IIpousBoacTBeHHAN : MNB/05/263 ) ¢ JII-Ne(004669)-(PT'-RU)
Homep PY

JuneH3us Ne

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

Page 6 of 11/ Crp. 6 u3 11

I;g Test / Iloka3aTean Results / PesyabTaThbl Specification / Hopma

8 Water content / 1.9% Not more than 7.0 %. /
Copepxxanue BOAbI He 6onee 7,0 %.

9 Residual solvents / OcTaTo4yHble OpraHu4ecKkHue pacTBOPHTEH
Isopropyl alcohol / 9 pg/tab/ Not more than 350 pg/tab. /
Hzomnponanon 9 mkr B TabaeTke He 6onee 350 Mkr B TabneTke.

Remarks : The Product confirms to ND/
IIpumeuanne: [IpoaykT cooTBeTCTBYET TpebopanuiM HJJ

Conclusion : APPROVED /
3akawuenue: OJJOBPEHO

Prepared by /

IToarorosneno: Ashish

Checked by /

ITposepeno: Rama

Checked by (AQA) /
ITposepeno (AOK):

Approved by: Quality Assurance/Authorized person /
OnobpeHo: Obecneuerue kauecTsa/OTBETCTBEHHOE

Kumar Kant Ajay Kumar Srivastava |[nuug’ 0 <
f&'\' tl'\r Jay _9 @71&,0 (CWJW\
B 2 oy
2y
Date / Date / Date / Date / ) TS T .k
JHara: 22.05.2026 Hara: 22.05.2026 Jlara: 22.05.2026 Jlara: ) ’VD

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@drreddys.com
CIN: L85195AP1984PLCO04507

www.drreddys.com




Dr.Reddy’s ‘g‘

CERTIFICATE OF ANALYSIS

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

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

www.drreddys.com

CEPTUOUKAT AHAJIU3A

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykr: Keropoa® Dxenpece (keroposak) TabiieTkn, AHCHeprupyeMbie B HOJ0CTH pra, 10 mr

Market / Poinok :Russia / Poccus

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

Cepus Ne 8 VL0076 O6nem cepun " 36,00,000 Tab

Analytical Repo“rt No/ - 040003409074 Date of Analysis / . 92.05.2026

AHaJHTHYECKHIT oTyeT Ne Jlara ananu3a

Date of Manufacture / . Date of Expiry / )

JlaTta npon3Boacrea FO42026 I'open no b Hio2has

Mfg. License No. / MA ber: /

TIpon3BOACTBEHHAS : MNB/05/263 Amber : JITI-Ne(004669)-(PT-RU)
Howmep PY

JuueHsus Ne

Analysis performed according ND: / Ananus nposeaen mo H: JITI-Ne(004669)-(PT-RU)-190224
PIL version approved: / Hucrpykuus yreepaaena: 21.04.2025

Page 7 of 11/ Crp. 7u3 11

1;.? Test / ITokasaTesnb Results / PesynbTaThl Specification / Hopma

10 Microbiological purity*/ Mukpotuosoruueckas yucrora™
Total Aerobic Microbial NA not more than 10° CFU/g; /

Count / ob1iee yucno He 6onee 10° KOE/r;

a3pOOHBIX MUKpPO-

OpraHu3MOoB

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

mold count / o61uee uncno He 6onee 102 KOE/T;

JPOMNOKEBBIX U IUIECHEBBIX

rpubos

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

11 Uniformity of dosage units / Acceptance value (4¥) not more than 15.0
OanopoaHocTh 43 [Mokazatens npuemnemoctu (4V) nomkeH ObITh
A03HPOBAHHBIX €IHMHHILY ’ He Gonee 15,0.

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
Ipumeuanue: [poaykt cooreercTByeT Tpeboanusm HJJ 3aknwuenne: OJOBPEHO
Prepared by / Checked by / Checked by (AQA) / Approved by: Quality Assurance/Authorized person /
[Toarorosneno: Ashish IMposepeno: Rama [TpoBepeno (AOK): Onobpeyo: Obecneuenne kayecTBa/OTBETCTBEHHOE
Kumar Eﬁ{’_ Kant dﬁ Ajay Kumar Srivastava ||1uuo0: I ?1al lca/c() A
Bl | D e
Date / Date / Date / Date / \ \ v))/
Hara: 22.05.2026 Hara: 22.05.2026 JlaTa: 22.05.2026 Jara: o %

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@drreddys.com
CIN: L85195AP1984PLCO04507

www.drreddys.com
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Dr. Reddy's Laboratories Ltd.
Formulation Unit-6

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

CERTIFICATE OF ANALYSIS  Tel:+9198166 56001-02

CEPTU®UKAT AHAJIM3A www.drreddys.com

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoayxr: Keropoa® Dxcnpece (keropoaak) TabieTKH, JUCIEPrUpPyeMble B MOJ0CTH pTa, 10 Mr

Market / Poinok :Russia / Poccus

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

Cepus Ne ¥ 2601076 O0beM cepun " 36,00,000 Tab

Analytical Repo:‘t No/ - 040003409074 Date of Analysis / . 92.05.2026

AHanuTHYecKUi oT4eT Ne Jara anaausa

Date of Manufacture / . 04/2026 Date of Expiry / - 03/2028

Jara npousBoacTea Togen g0

Mfg. License No. / T T —

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

annenzusa Ne

Analysis performed according ND: / Ananns nposeaen no HJL: JIII-Ne(004669)-(PT'-RU)-190224

PIL version approved: / Mucrpykuus yreepxkaena: 21.04.2025

Page 8 of 11/ Ctp. 8 m3 11
ig Test / [lokazarennb Results / PesyabTaThl Specification / Hopma
12 Assay / KosinuecTBeHHOE 99 mg/9,9 mr From 9.0 mg to 11.0 mg of
onpeesieHHe (99.4 %) CisH1aNO3+C4H 1NOs (ketorolac tromethamine)
(from 90.0 to 110.0 % of the label claim) per
tablet. / Or 9,0 Mr Jils) 11,0 mr
C15H13N03°C4H1 1NO3 (KeToponaKa
TpometramMuH) (ot 90,0 mo 1100 % ot
3agBJIEHHOr0 KOJIMYECTBA) B TabNEeTKe.
13 Butylhydroxyanisole 0.0949 mg/tab / Not less than 0.042 mg/tab. /
content / CopepxaHue 0,0949 mr B TabneTke He menee 0,042 mr B Tabnerke.
OyTHJITrHAPOKCHAHU30.1a

Remarks : The Product confirms to ND/
IIpumeuanme: Ilponykt cooTBeTcTBYET TpeboBaHusIM HJI

Conclusion : APPROVED /
Zaknwyenne: OJJOGPEHO

Prepared by / Checked by / Checked by (AQA) / Approved by: Quality Assurance/Authorized person /
INoaroroenexo: Ashish ITposepeno: Rama [Mpoeepeno (AOK): Onobpeno; Obecneyenye kadyecTsa/OTBETCTBEHHOE
Kumar _‘@gm/ Kant Ud, Ajay Kumar Srivastava |(nuuoy , ° Jod \Cﬂ/\j""\

/ \
Date / Date / Date / Date / [ « 2L ) oY
Jlaa: 22.05.2026 Jlata: 22.05.2026 Ilara: 22.05.2026 Jlata: Y A

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@drreddys.com
CIN: 1L85195AP1984PLCO04507

www.drreddys.com
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CERTIFICATE OF ANALYSIS

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

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

CEPTUO®UKAT AHAJIU3A

www.drreddys.com

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykr: Keropoa® Jxcnpece (KeTopoak) TabaeTku, AHCHEprupyemMbie B NoJI0CTH pra, 10 mr

Market / Poinok :Russia / Poccus

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

Cepus Ne : Ve 1o O6bem cepuu " 36,00,000 Tab

Analytical Repovrt No / - 040003409074 Date of Analysis / - 92.05.2026

AHanuTHYeCKH oTyeT No aTa aHaJau3a

Date of Manufacture / - 04/2026 Date of Expiry / . 03/2028

JlaTa npoun3sBojcTBa T'ogeu o

Mfg. License No. / MA ber: /

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

Jnuensus Ne

Analysis performed according ND: / Ananns nposeaen no HJI: JITI-Ne(004669)-(PI'-RU)-190224
PIL version approved: / Uncrpyxkuus yrsepxaena: 21.04.2025

Page 9 of 11/ Crp. 9 m3 11

desiccant/HDPE) foil // (PE/AL)
foil. 2 blisters with patient
information leaflet in a carton
pack. / Tlo 10 Tabnetok B
6aucrepe u3z (ITA/AJUTID ¢
snaronoranorurenem/I12BIT)

donbru // (ITS/AJT) donbru. Ilo
2 Gnucrepa BMECTE C JIHCTKOM-

i.:) Test / [TokazaTens Results / Pe3ysabTaThbl Specification / Hopma
14 Package description / 10 tablets in a blister of | 10 tablets in a blister of (PA/AL/PE with
OnucaHue ymaKkoBKH (PA/AL/PE with | desiccant/HDPE) foil // (PE/AL) foil. 1 or 2

blisters with patient information leaflet in a
carton pack. / I'lo 10 Tabnerok B Gaucrepe u3
(IMA/AJUTTD ¢ BrnaronornoTtutenem/[1DBIT)
doneru // (T12/AJ1) donbru. Tlo 1 wmm 2
Onuctepa BMecTe C JIMCTKOM-BKI@abillieM B
NauKy 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.

* TIpu BbINYCKE NEKAPCTBEHHOT0 NPENapaTa KOHTPOJIb Ka4ecTBa No nokasareaio «Mukpobnonornyeckast
YUCTOTa» MPOBOAMTCS 15 Kaxaoii 20-0ki cepuu, WK /151 OAHOI cepHH B O/, B 3aBHCMMOCTH OT TOTO, YTO

HACTYIHUT paHbLIE.

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
[Mpumeuyanne: [IpoaykT cooTBeTCTBYET TpeboBanusam HJL 3axmiouenne: OJOGPEHO
Prepared by / Checked by / Checked by (AQA) / Approved by: Quality Assurance/Authorized person /
[Moxrorosneno: Ashish [TpoBepeno: Rama [Tposepeno (AOK): Onobpeno: Odecneuenne kauecTBa/OTBETCTBEHHOE
Kumar Kant ! Ajay Kumar Srivastava [|1110: : tCQ)Af 12V
) “’9“

= @M\ - /\” ) (}-b [
Date / Date / Date / Date / [ YeH/ a2k
Jara: 22.05.2026 Jara: 22.05.2026 Jlara: 22.05.2026 Jlara: N 4

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@drreddys.com
CIN: L85195AP1984PLCO04507
www.drreddys.com
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Dr. Reddy's Laboratories Ltd.
Formulation Unit-6

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

CERTIFICATE OF ANALYSIS  Tel: +91 98166 56001-02
CEPTUOUKAT AHAJIM3A Www.drreddys.com

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykr: Keropon® Ixcenpece (keroposnak) TabiaeTKH, AMCHeprupyeMble B M0J0CTH prTa, 10 mr
Market / Peinox :Russia / Poccust

Batch No / ) Batch Quantity / = 36,00,000 tab /
Cepus No t M2601076 | O6nem cepun " 36,00,000 Tab
Analytical Repourt No/ - 040003409074 Date of Analysis / - 29052026
Ananutudeckuif oryer Neo JlaTa ananuza

Date of Manufacture / . 04/2026 Date of Expiry / . 03/2028

JlaTta npou3BoaCTBA I'onen no

Mfg. License No. / MA Hirilaes 7

IMpounsBoacTBEeHHAN : MNB/05/263 ) : JITI-Ne(004669)-(PT'-RU)

Homep PY

JHeH3us Ne

Analysis performed according ND: / Ananuz npoBeaen mo HJI: JITII-Ne(004669)-(PT'-RU)-190224

PIL version approved: / UucTpykuus yreepxaesa: 21.04.2025

Page 10 of 11/ Ctp. 10 u3 11

API name / Haumenopanne A®C:

Ketorolac tromethamine / Keroposnaka tpomeramun

INN / MHH:

Ketorolac / Ketoponak

API manufacturer batch number /

LJP:

Homep cepun npounssoautensa ADPC: ABSHOGGH0R
FP Manufacturer API Batch number /
Homep cepuu cy0cTaHIHMA NPOU3BOIHTEIS FESA00588

API Manufactured by & country /
Ilponzeoaurtens ADC, crpana:

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

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

HaumenoBaHue, aapec, JAIEH3As A1
IIponsBoacreenHas miuomaaka / Ilmomaaka
KOHTPOJA KauecTBa / IL1omaaka BeINycKa

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 Jlaboparopuc JIta., Uupus, [pouspoxcreenHoe
noapazaenenue-6, Buin. Kxons, Hanarapx Poyn, banmm, uctpukr
Conan, X.I1., 173205, Unaus (uuensus Homep MNB/05/263)

Declaration of certification: «I hereby certify that the above information is authentic and accurate. This batch of
product has been manufactured, including packaging/labeling and quality control at the above mentioned site(s) in
full compliance with the GMP requirements of the Eurasian Economic Union and requirements to the medicinal
quality and with the specifications in the Marketing Authorization dossier of the importing country. Production,
packaging and testing records are verified and their compliance with Good Manufacturing Practice of the Eurasian

Economic Union is established».

Remarks : The Product confirms to ND/

Conclusion : APPROVED /
3akaouenne: ONOBPEHO

Tpumeyanne: IIponykrt cooTBeTcTBYET TpeboBanuaM HJL

Prepared by /
IMoarorosneno: Ashish

Kumar’M
|

Checked by /
[Iporepeno: Rama

Kant
Gl

Checked by (AQA) /
[Tposepeno (AOK):
Ajay Kumar Srivastava

-\

/f

Approved by: Quality Assurance/Authorized person /
OpobpeHo: ObecnieyeHre kauecTsa/OTBETCTBEHHOE

ot (12518 ) \coumn
0109 ¢

Date /
Hara: 22.05.2026

Date /
Hara: 22.05.2026

Date /
Jlara: 22.05.2026

Date / X “Y V.-] or”
rd

ara:

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@drreddys.com
CIN: .LB5195AP1984PLC004507
www.drreddys.com
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Dr. Reddy's Laboratories Ltd.
Formulation Unit-6

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

CERTIFICATE OF ANALYSIS  Tei:+91 98166 56001-02

CEPTUDPHUKAT AHAJIM3A www.drreddys.com

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Hpoaykt: Keropon® Ikcnpecce (keroposiak) TabjieTKH, AHCNEPrApyeMble B OJI0CTH pTa, 10 Mr

Market / PoiHOK :Russia / Poccus

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

Cepus Ne = VG019 O0beM cepun "~ 36,00,000 Tab

Analytical Report No/ - 040003409074 Date of Analysis / . 99.05.2026

AHaJTUTHYECKHIT oTUeT Ne JlaTa ananusa

Date of Manufacture / . 04/2026 Date of Expiry / . 03/2028

Jlara npou3BoJcTBA I'open go

Mfg. License No. / MA number: /

IIpon3BoacTBeHHas : MNB/05/263 ) : JIII-Ne(004669)-(PT'-RU)
Homep PY

auueH3usa Ne

Analysis performed according ND: / Anann3 nposeaen no HJI: JITI-Ne(004669)-(PI'-RU)-190224
PIL version approved: / MHcTpyKuHa yTBepskaeHa: 21.04.2025

Page 11 of 11/ Ctp. 11 m3 11

3axiouenne 0 coorBercTBUM: «HacTosmuMm g moATBEpkKAar0, YTO MPUBEACHHAS BBIIC UHPOPMAITUS ABISETCS
JIOCTOBCPHOM M TOUHOH. DTa cepus MPOIYKIMU Mpou3BeleHa (BKIOYAs YIaKOBKY (MapKUPOBKY) U KOHTPOJb
KayecTBa) Ha BBIEYKA3aHHOH MNPOHU3BOJACTBEHHOM IUIOMaAKe (IUIOLIAJKaX) B IIOJIHOM COOTBETCTBHH C
TpeboBanusMu [IpaBui Hajuiexalei IpoN3BOJACTBEHHON MpPakTHKKM EBpazMHCKOr0 3KOHOMHYECKOTO CO03a U
TpeOOBaHUSMH KOHTPOJISI KauyecTBa JICKAPCTBEHHBIX CPEJICTB, @ TAKXKEC B COOTBETCTBHH CO CIEUIUDUKAIIUAMH,
COIEPIKAITUMHACS B PETHCTPAIIMOHHOM JIOChE CTPAHBI-UMITOPTEPA. 3alIUCH 110 IPOU3BOJICTBY, YIIAKOBKE U aHATH3Y
MIPOBEPEHB], 1 YCTAHOBJIEHO MX COOTBETCTBHE TpeGopaHmsiM IIpaBui Haaexkalef TpOM3BOACTBEHHOM MPaKTHKH
EBpazuifickoro 3KOHOMHUYECKOTO COI03a».

Remarks : The Product confirms to ND/
IIpumeuanue: IIpoaykt coorBeTcTBYeT TpeboraHuam HJJ

Conclusion : APPROVED /
3aknrwuenue: OAOBPEHO

Prepared by /
[Toarorosieno: Ashish

Checked by /

ITpoBepeHo: Rama

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

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

Kumar Kant d_ Ajay Kumar Srivastava ||miuo: /?2,_‘" 104 \CCU\EVV\

A Ef\» : /75 \_&
Date / Date / Date / Date / [ \'25}%’1/ q/07/7’
Jara: 22.05.2026 JHara: 22.05.2026 Jara: 22.05.2026 Hara: -

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLC0O04507

www.drreddys.com




