Dr.Reddy’s ":'

CERTIFICATE OF ANALYSIS

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

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

CEPTUOUKAT AHAJIM3A

Tel : +91 58166 56001-02

www.drredays.com

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
IpoaykT: Keropoa® Dxcnpece (keTopoJak) Ta6JeTKu, AMcHeprupyemMble B moJocTd pra, 10 mr

Market / Poinok :Russia / Poccus

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

Cepus Neo ) WESUUED O61eM cepuu © 36,00,000 Tabd

Analytical RepO}'t No/ . 040003359789 Date of Analysis / . 13.04.2026

AHaJuTHYecKHii oTyeT Ne Jarta ananun3za

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

JlaTa npousBoiacTBa Tonen mo

Mfg. License No. / .

YIpou3BoACTBeHHAs . MNB/05/263 SLAnUIeLE, . JIT-Ne(004669)-(PT-RU)
Homep PY

JuneH3ust Ne

Analysis performed according ND: / Ananu3 nposenen no HJI: JIII-Na(004669)-(PT-RU)-190224
PIL version approved: / UHcTpyknus yrBep:xaena: 21.04.2025

Page1of11/Crp.1m311

I;_? Test / IlokaszaTennb Results / PesynabTaTsl 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. / Kpyrnble nnockue
side. / Kpyrible mnockue TabneTku ¢ ¢ackol, CBETNIO-KENTOro LBETA C
TabseTku ¢ hackoit, CBETIO- TpaBUpPOBKOM «l» Ha OIHOU CTOPOHE.
XKEJITOro LBETA C IPABUPOBKOI
«l» Ha ogHOU CcTOpOHE.

2 Identification / MpenTHdUKANNSA

Ketorolac / Kemoponax

Complies / CoOOTBETCTBYET

UV spectra of the test solution and ketorolac
tromethamine standard solution should have
peaks at the same wavelength (+ 2 nm). / YO-
CIIEKTPBI MOTJIOILEHUS UCIBITYEMOTIO pacTBoOpa U
pacTBopa CTaHAapTHOro ofpasla KeTopoJaka
TpOMETAaMHHA [OJDKHBI MUMETH MAKCHMYMbl [IPU
O/IHOI U TO!i e AJTMHe BOMHBI (£ 2 HM),

Remarks : The Product confirms to ND/

Ipumeuanue: [TpoxykT cooTBeTCTBYET TpeboBaHuaM H/T

Conclusion : APPROVED /
3axnwuenne: OJJOBPEHO

Prepared by / Checked by / Checked by (AQA) / [|Approved by: Quality Assurance/Authorized person /
[MoarotosneHo: Shagun IMpoeepeHo:Pravesh [Tpoeepero (AOK): [|Ono6peno: O6ecneuenne kauecTsa/OTBETCTBEHHOE
Q/ Rana j Amit Kumar nm uoi/)w \ M N
i N p}/gpp
& {\ — (gﬂ e
Date / Date / Date / Date /
Hara: 13.04.2026 Hara: 13.04.2026 Jata: 13.04.2026 Jara: ‘2’8\1" 2016

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 560034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLCO04507
www.drreddys.com




Dr.Reddy’s ":'.

Dr. Reddy's Laboratories Ltd.
Formulation Unit-5
Vill. Khol, Nalagarh Road, Baddi,

CERTIFICATE OF ANALYSIS Distt. Solan, H.P.,, 173 205, INDIA

CEPTHOUKAT AHAJIM3A Tel : +91 98166 56001-02
www.drreddys.com
Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg W
Mpoayxr: Keropon® Dxen pece (keTopoaak) Tabuerku, AuCneprupyembie B moJiocta pra, 10 mr
Market / Poinok :Russia / Poccus
Batch No / . Batch Quantity / . 36,00,000 tab /
Cepust Ne d V2600136 Obbem cepun ~ 36,00,000 Ta6
Analytical Repourt No/ © 040003359789 Date of Analysis / - 13.04.2026
AHanuTHYecKHii oTyer No Aara ananmza
Date of Manufacture / - 03/2026 Date of Expiry / . 022028
Hata npoussogcrsa Iogen no
Mfg. License No. / MA number: /
Ilponzeoacreennas : MNB/05/263 ) : JIII-Ne(004669)-(PT: -RU)
Homep PY
Junensus No
Analysis performed according ND: / Auanns nposeaen mo HJI: J]JI-.NE(004669)-(P1"-RU)-190224
PIL version approved: / Huerpyrkuns yreepaaena: 21.04.2025

—]
Page 2 of 11/ Crp.2n3 11

No
Ne

Test / IMokazatens

Results / Pesyabrars:

-

Specification / Hopma

Complies / CootserctByer 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).

/ BpeMms ynepxHBaHHS OCHOBHOIO NuKa Ha

Xpomarorpamme HCTIBITYEMOro pacTtropa
JOJDKHO COOTBETCTBOBAThL BpeMeHu
YAEpXKHUBaHKSA OCHOBHOTO nka Ha
Xpomarorpamme  pactBopa  cra HIOAPTHOTrO

obpasua keroposnaka TpoMeTaMuHa  (pasnmen
«Konuuectrennoe onpeneNneHnes). J

Remarks : The Product confirms to ND/

lpumeuanne: Mponyxr COOTBETCTBYET TpeGoRaHusM HJ

Conclusion : APPROVED /
3akaiouenue: OJIOBPEHO

Prepared by /

[MoaroToBneno: Shagun

Checked by /

ITpoBepeno:Pravesh

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

Approved by: Quality Assurance/Authorized person /
Onobpeno: Obecneuenie kadectBa/OTBEeTCTBEHHOE

: Rana Amit Kumar JHIO: /I;;Jﬁ./\ \Coest an
rull e e
o \ A
Date / Date / Date / Date /
Hata: 13.04.2026 Hara: 13.04.2026 Hara: 13.04.2026 Jara: ]/L M- 2024

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: L85195AP1984PLCO0AS07
www.drreddys.com



Dr.Reddy’s “:‘

Dr. Reddy's Laboratories Ltd.

Formulation Unit-6
Vill. Khol, Nalagarh Road, Baddi,

CERTIFICATE OF ANALYSIS  Distt. Solan, H.P.,, 173 205, INDIA

CEPTUOUKAT AHAJIN3A

Tel : +91 98166 56001-02
www.drreddys.com

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
HpoaykT: Keropoa® Jxenpece (keroposak) TabaeTku, AMCHEPrUEpyeMble B 0Ja0cTH pTa, 10 Mr

Market / PoiHoK :Russia / Poccus

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

Cepus Ne + V2600736 O6bemM cepuu ©36,00,000 Tab

Analytical Repovrt No/ . 040003359789 Date of Analysis / . 13.04.2026

AHanuTH4ecKnii oTueT No JlaTa anannza

Date of Manufacture / . 03/2026 Date of Expiry / . 02/208

Jarta npou3BojcTBa I'onen g0

Mfg. License No. / MA number: /

IIpon3BoacTBeHHAsS : MNB/05/263 ) : JITI-Ne(004669)-(PT-RU)
Homep PY

JuneH3us Ne

Analysis performed according ND: / Ananns nposegen no HJI; JITI-Ne(004669)-(PI'-RU)-190224
PIL version approved: / UucTpyknust yrBep:kaena: 21.04.2025

Page3 of 11/ Crp.3 u3 11

No
Ne

Test / [loxazaTrenn

Results / PesyabTathi

Specification / Hopma

Butylhydroxyanisole /
Bymunzudpoxcuanuzon

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 YIEPXKHUBAHUA IMUKOB 2-
OyTUITHAPOKCHAHH30JIa 7§ 3-
OyTWITHAPOKCHAHU30/IAa Ha  XpOMarorpaMmme
HCIBITYEMOTO pacTBOpa JIOJIKHBI
COOTBETCTBOBAaTb  BpPEMEHAM  YJIEPKUBAHUS
MUKOB  2-OyTWITHOpOKCHAaHW3ONa W 3-
OyTWITHAPOKCHAHU30/la HA  XpOMaTorpamMe
pacTBOpa CTaHAAPTHOTO obpasua
OyTuwiruapokcuanuzona (paspen «Coaepxanue
OyTHIIrHAPOKCHAHU30JIan).

Remarks : The Product confirms to ND/

ITpumeuanmne: [IpogykT cooTBeTcTBYET TpebobaHusM HJ

Conclusion : APPROVED /
3akmwouenne: OJJOGPEHO

Prepared by / Checked by / Checked by (AQA) / ||Approved by: Quality Assurance/Authorized person /
[MToaroTorneHo: Shagun [Tposepeno:Pravesh [Mpoeepeno (AOK): [|Onobpeno: Qbecneyenie Kg‘{eCTBa/OTBeTCTBeHHOG
Rana Amit Kumar/r\ JIULIO: /)Z_w \Cou v\
& y {\' o }O‘J
7 . (2
Date / Date / Date / Date /
Jara: 13.04.2026 Jlara: 13.04.2026 Jata: 13.04.2026 Jara; ‘gfb 1~2026

Registered Office: 8-2-337, Road No. 3, Banjara Hiiis, 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

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

CEPTUDUKAT AHAJIN3A

Tel : +91 98166 56001-02

[Product : Ketorol Express (ketorolac) Orall
Hpoaykr: Keropoa® Ikcnpece (keTopodaak) Ta0JIeTKH, AHCHIePrUpyeMble B IOJOCTH pra, 10 mr

www drreddys com

y Disintegrating Tablets 10 mg

Market / Poinok :Russia / Poccus

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

Cepus Ne s V260076 Obbem cepun " 36,00,000 Ta6

Analytical Repovrt No/ © 040003359789 Date of Analysis / © 13.04.2026

Ananurnueckuii oryer No Hara anamnza

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

Jara npousBogcrna I"open o

Mfg. License No. / MA number: /

IpouseoacrBennasn : MNB/05/263 ’ + JII-N2(004669)-(PT: -RU)
Homep PY

JHIeH3us Ne

Analysis performed according ND: / Ananus nposexen mo HJI: JITT
PIL version approved: / Hucrpykuns yreepxacna: 21.04.2025

-Ne(004669)~(PT-RU)-190224

Page 4 of 11/ Crp. 4 uz 11

—

X

Test / ITokazatens

Results / PesynpraTh

Specification / Hopma

Macca

3 Average weight / Cpeansist

Uniformity of weight /
OnHoponHocTs Macenl

68.2 mg / 68,2 mr

Complies / CooteercTryer

67.2mg to 72.8 mg (70.0mg + 4.0 %). /
OT1 67,2 Mr 5o 72,8 Mr (70,0 Mr + 4,0 %).

18/20 tablets - not more than + 10%:;
2/20 tablets - not more than + 209%. /
18/20  rabmerox - pge bonee  + 10 %;

2/20 TabneTok — He Bojee + 20 %.

T

L=

4 Disintegration time /
Pacnagaemoctn
00 min 48 sec / 00 Mun 48 cex Not more than 3 min. / He Goiee 3 mMum.
5 Dissolution / PacTtBopenue Unit-1/ Ta6n-1 100 % Not less than 75 % (Q) of C1sH;3NO3+C,H, 1INO;
i (ketorolac tromethamine) in 15 min. / He menee
=) . 0,

Unit-2/ Ta6x-2 100% 1 759% () CisH13NO3*C4Hi NO;  (keToportaxa
Unit-3 / Ta6n-3 96 ¢, TPOMETaMuR) yepes 15 mun.
Unit-4 / Ta6n-4 102 %
Unit-5 / Ta6n-5 102 %
Unit-6 / Ta6n-6 101 %

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
ITpumeyanue: Iponyxt cootsercrayer Tpebosanmam HJJ 3akmouenne: OJJOBPEHO
Prepared by / Checked by / Checked by (AQA) / Approved by: Quality Assurance/Authorized person /
[lonrororneno: Shagun Iposepeno: Pravesh ITpoepeno (AOK): Onoﬁpeno: Obecneuenue KavyecTBa/OTBETCTBEHHOE
7_.7 Rana |[Amit Kumar ANLO: /).?,‘Jﬁd ICod v
v 7 N /;% W
& = ) —
Date / Date / Date / Date /
Hara: 13.04.2026 Jara: 13.04.2026 Jara: 13.04.2026 Mara: }&""-"V‘ ~2e2.4L

Registered Office: 8-2-337

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

Tel: +91 40 4900 2900, Fax: +91 40 4900 2939, Email: mail@drreddys.com

CIN: L85195AP1984PLCO04507
www.drreddys.com



Dr.Reddy’s “5.‘.

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

CERTIFICATE OF ANALYSIS Distt. Solan, H.P, 173 205, INDIA
CEPTUOHUKAT AH AJTHU3A Tel : +91 98166 56001-02

AT A rirrr-dd\r;: COm

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
[ Hpoaykr: Keropoa® Dxen pecc (keropoiiak) TabJIeTKH, AHCIEprupyemMsle B i 0J10CTH pta, 10 mr

JHIEeH3Ha Ne

Market / Poinox :Russia / Poccus

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

Cepus Ne k V2600736 O6nbem cepun ~36,00,000 Ta6
Analytical Repovrt No/ : 040003359789 Date of Analysis / © 13.04.2026
AHaHTHYeCKNH oTueT No Jara anainuza

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

Hara npoussoncrea lonen 1o

Mfg. License No. / MA number: /

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

Analysis performed according ND: / Ananus nposexen mo HJI: JII]-.N"_'(004669)-(PT-RU)-190224

PIL version approved: / Hucrpykuus YrBep:xaena: 21.04.2025 |
Page 5 of 11/ Crp. 5u3 11
r 1;.3 Test / Noka3zarens Results / PesyanraTs Specification / Hopma —’
6 Particle size distribution / Complies / CoorserctRyer A uniform suspension passing through a 710 pm
Juenepcnocts sieve is formed. / Obpasyercs OJIHOpOaHAs
CYCTICH3Msl,  MPOXOAAWAS CKBO3L CHTO ¢
pasmepom otBepeTHii 710 MKM.
7 Impurities / IIpumecn

1-hydroxy analog of
ketorolac: /
l-ruppokcuananor
KETOpoJ1aka

Below LOD (LOD = 0.0010 %) not more than 0.5 %; / He Gonee 0,5 %;
/ Huxe npenena obHapyxeHus
(IT0 = 10,0010 %)

1-keto analog of ketorolac /
1-ketoananor KeTopoJjaka

0.04 % not more than 0.8 %:; / He 6oee 0,8 %;

unidentified impurity /
eIMHNYHAs
HEUACHTUHLMPOBAaHHAs
NpUMECH

0.01 % not more than 0.5 %: / ne 6oJec 0,5 %;

total impurities /

CyMMa IpuMeceii

0.1% not more than 1.0 %. / e 6ojee 1,0 %.

Remarks : The Product confirms to ND/

[Mpumeyanue: [Mponyxr COOTBETCTBYeT TpeGoBanmam HJT 3akimo4denne: OJIOBPEHO

Conclusion : APPROVED /

Prepared by / Checked by /

% Rana /{

[Moarorosneno: Shagun Iposepeno:Pravesh Ilposepeno (AOK); Onobpeno: O6ecneuene Kavectea/OTBeTcTREHHOE

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

Amit Kumar JHLO: /%;J_M [M A
/"\ ) 9 /
e s

Date / Date /
Hara: 13.04.2026 Hara: 13.04.2026

Date / Date /
Jara: 13.04.2026  |Tara: 1L, oM ~H 24

Registered Office: 8-2-3

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

Tel: +91 40 4900 2900, Fax: +91 40 4900 2939, Email; mail@drreddys.com

CIN: L85195AP1984PLC004507
www.drreddys.com



Dr.Reddy’s ":'.

CERTIFICATE OF ANALYSIS
CEPTU®HUKAT AHAJTU3A

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
www.drreddvs.com

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
\IIpoaykr: Keropon® Okenpece ( KeTOpoJIaK) Tabierku, aucne Prpyemsie B H0J10CTH pra, 10 mr

Market / Prinok :Russia / Poccus

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

Cepus Ne | WER00786 Oobbem cepun " 36,00,000 Ta6

Analytical Repourt No/ - 040003359789 Date of Analysis / - 13.04.2026

AnaganTHyeckuii oryer No Hara ananuza

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

HAara npoussoncrea Topen o

Mfg. License No. / MA ber: /

HponsBoscTBenHas : MNB/05/263 el : JITI-Ne(004669)-(PT-RU)
Homep PY

JuneHsua Ne

Analysis performed according ND: / Ananus nposenen o H/: JITI-Ne
LPIL version approved: / Hucrpykuns yreepaena: 21.04.2025

(004669)-(PT-RU)-190224

Page 6 of 11/ Crp. 6 w2 11

B 1;.‘? Test / [okazaTenn Results / PesysabraTh Specification / Hopma
8 Water content / 2.7% Not more than 7.0 %. /
Coaep:xanne Boapl He 6onee 7,0 %.
9 Residual solvents / OctaTounnre OpraHUY€CKHe PACTBOPHTENH
Isopropyl alcohol / 18pg/tab / Not more than 350 pg/tab. /
Hsonponanon 18 Mkr B TaGnetke He 6onee 350 mkr 8 ta6nerke.

Remarks : The Product confirms to ND/
Hpumeuanne: Iponyxr COOTBETCTBYeET TpeGoBanusm HJ|

Conclusion : APPROVED /
3akmoyenne: OJJOEPEHO

Prepared by /

Iogrorossaeno: Shagun

Checked by /

Rana

52—

I1posepeno:Pravesh

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

Approved by: Quality Assurance/Authorized person /
Onobpeno: Obecneyene kavecrsa/OrteetcTBeHHOE

MLO; /’%”w ICcoidng

o

Date /

Jlara: 13.04.2026

Date /
Hara: 13.04.2026

(\/.\/
Date /

Hata: 13.04.2026

Date /

Hara:

15>\ 262¢

Registered Office: 8-2-337

» Road No. 3, Banjara Hiiis, Hyderabad - 500034, Telangana, india

Tel: +91 40 4900 2900, Fax: +91 40 4500 2999, Email: mail@drreddys.com
CIN: LB5195AP1984PLCO04507

www.drreddys.com




Dr.Reddy’s ":'

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

CERTIFICATE OF ANALYSIS Distt. Solan, H.P, 173 205, INDIA

CEPTHDOHKAT AHAJIN3A Tel : +91 98166 56001-02

WAL r|rr6‘drf\rf<. com

[Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Hpoaykr: Keropon® Ixenpece (keToposak) TabJeTKH, AHCHEPrupyembie B noJiocThn pra, 10 mr
Market / Poinok :Russia / Poccus
Batch No / ) Batch Quantity / . 36,00,000 tab /
Cepusa No : V2600736 O6bem cepun "~ 36,00,000 Ta6
Analytical Repovrt No/ © 040003359789 Date of Analysis / © 13.04.2026
| AHAIMTHYeCKH# oT4eT No Jara ananuza
Date of Manufacture / £ 03/2026 Date of Expiry / © 02/2028
Hara nponssoacrea Togen o
Mfg. License No. / MA ber: /
ITpousBoacTBennas : MNB/05/263 R DEkE - JII-Ne(004669)-(PT" -RU)
Homep PY
| JIHueH3Hs No
Analysis performed according ND: / Auannsz nposenen mo HJI: JII-Ne(004669)-(PT -RU)-190224
PIL version approved: / U HCTPpYKuuA yTepxaena: 21.04.2025 J

Page 7 of 11/ Crp. 7 w3 11

B ioo Test / llokazatenn Results / PesynbraTh Specification / Hopma —‘

10 Microbiological purity*/ MuxpoGuonoruueckas yncrora*

Total Aerobic Microbial NA not more than 103 CFU/g; /

Count / o6mee unco He 6onee 10° KOE/r;

A3POOHBIX MHKPO-

OpraHU3MOB

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

mold count / o6utee yuco He Gonee 10? KOE/r;

IOPOMOKEBBIX U MIECHEBBIX

rpubos

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

11 Uniformity of dosage units / Acceptance value (4V) not more than 15.0
Oanoponnocrs 738 Hokasatens npuemnemocry (AV) nomxen 6pitp
MO3HPOBAHHBIX eAHHUIL ) He Goiee 15,0,

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
[pumeuanue: poaykr COOTBETCTBYET TpeGoBaHusm HJ 3axmoydenue: OJJOBPEHO
Prepared by / Checked by / Checked by (AQA) / Approved by: Quality Assurance/Authorized person /
IToarotoenero: Shagun [Tposepeno:Pravesh ITposepero (AOK): Onobpeno: O6ecneyenne Kat:ccg'aa/OTBE‘rcmemroe
Rana Amit Kumar NNLO: /)27‘{)_0@ [Coadmn

‘:?V # 5 ~N /%% LQ‘J
Date / Date / Date / Date /
Hata: 13.04.2026 Hata: 13.04.2026 Hata: 13.04.2026 Jara: ‘ % == \/‘ ~2024

Registered Office: 8-2-337, Road No. 3, Banjara Hiiis, 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

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

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

CEPTUOPUKAT AHAJIU3A

Tel : +91 98166 56001-02

www drraddys com

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoayxt: Keropoa® xcnpecc (keToposak) TabaeTku, AHCIEPrupyemMble B HOJIOCTH pra, 10 mr

Market / PoiHOK :Russia / Poccust

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

Cepust Ne h V2600736 O61beM cepun " 36,00,000 Tab

Analytical Repog‘t No/ . 040003359789 Date of Analysis / . 13.04.2026

AHanuTudyeckuii oTuer Ne Jarta ananusa

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

Jlara npou3ssoacTBa T'ogen mo

Mfg. License No. / ]

IIpousBoACTBeHHAs! - MNB/05/263 MBInEABChEE . JITI-Ne(004669)-(PT-RU)
Homep PY

Jaunenzus Ne

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

Page 8 of 11/ Ctp. 8 m3 11

i.:) Test / IlokasaTennb Results / PesyabTaThl Specification / Hopma
12 Assay / KosinuecTBeHHOe 9.5mg/9,5Mr From 9.0 mg to 11.0 mg of
onpejesieHHe (95.4 %) Ci5H3NO3*CsH; 1 NO; (ketorolac tromethamine)
(from 90.0 to 110.0 % of the label claim) per
tablet. / Or 9,0 Mr Jo 11,0 mr
CsHi13NO3+C4H; 1 NO; (xeToponaka
TpometamuH) (ot 90,0 mo 110,0 % ot
3asBJICHHOTO KOJIMYECTBA) B TA0JETKE,
13 Butylhydroxyanisole 0.0934 mg/tab / Not less than 0.042 mg/tab. /
content / Coaepxanue 0,0934 mr B TabneTke He menee 0,042 Mr B TabeTke.
OYTHUJIITHAPOKCHAHH301a

Remarks : The Product confirms to ND/
IMpumeuanue: [IpoaykT cooTBeTCTBYET TpeboBaHusM HJI

Conclusion : APPROVED /
3axnwuenne: OJOBPEHO

Checked by /
INposepeno:Pravesh

Rana 1
v

Prepared by /
[ToarorosneHo: Shagun

Gl

Amit Kumar

N

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

Approved by: Quality Assurance/Authorized person /
Onobpeno: ObecrnieueHne kauecypa/OTBETCTBEHHOE

THLO: 4 w

Date /
Jara: 13.04.2026

Date /
Hata: 13.04.2026

Date /
Hata: 13.04.2026

Date /

qr;
Jata: ’2 oY -206 26

Registered Office: 8-2-337, Road No. 3, Banjara Hiiis,

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 Q%

CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories Ltd.

Formulation Unit-6
Vill. Khol, Nalagarh Road, Badd;,
Distt. Solan, H.P,, 173 205, INDIA

CEPTUD®UKAT AHAJIU3A

Hpoaykr: Kertopoa® Ixenpece (xeToposak) TabaeTkn, Jucnepru pyemeie

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

Tel : +91 98166 56001-02
www.drreddys.com

B oJiocTH pra, 10 mr

Market / Poinox :Russia / Poccusg

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

Cepus No : V2600736 Oo6nem cepun " 36,00,000 Tag

Analytical Repourt No/ © 040003359789 Date of Analysis / - 13.04.2026

AHajuTHYeckHii oTyer No Jata ananuza

Date of Manufacture / P Date of Expiry / )

Harta npousBoacrea £03/2026 Iopen o + 02/2028

Mfg. License No. / MA ber: /

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

JiHueH3ns No

PIL version approved: / Wucrpykuus yreepaaena: 21.04.2025

Analysis performed according ND: / Anasnus nposeaen no HJI: JIH-N:(OO4669)-(P1"—RU)-190224

|

Page 9 of 11/ Crp. 9 u3 11

No

Ne Test / MokazaTenn

Results / PesyabraThi

Specification / Hopma

-

14 Package description / 10 tablets in a blister of
Onucanne ynakosku (PA/AL/PE with
desiccant/HDPE) foil // (PE/AL)
foil. 2 blisters with patient
information leaflet in a carton
pack. / Tlo 10 Ta6nerox g
bauctepe w3z (TA/AJVITD ¢
Blraronornorutenem/T13BIT)
Gonsru // (ITD/AJT) donbru. Io
2 Gancrepa BMeECTE C JIMCTKOM-
BKJIaJIbIILIEM B nayKy
KapTOHHYIO.

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. / o 10 taénerox g Gnuctepe u3
BIaronoriorurenem/[13BIT)
donbru // (IT3/AJ)  ponbru. o 1 uny 2
Gmuctepa BMecTe ¢ JIMCTKOM-BKJIA/IbIIIIEM B

(TMA/AJITID ¢

34Ky KapTOHHYIO.

* When the drug product is released, the quality control Jor Microbiological Purity is performed Jor one batch in

every 20 batches or one batch per year whichever is more.

* HpH BbINyCKe JICKAPCTBEHHOT 0 npenaparta KOHTPOJBb KayecTRBA Mo IoKasareJiro «Mmcpoﬁno.noruqec:caﬂ

HHCTOTa) NPOBOAKTCS JIsi Kaxmoi 20-oi CEpHM, WK A1 O1IHOI cepuu B
HaCTYINUT paHblLe,

rojx, B 3aBUCHMOCTH OT TOro, 4yto

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
[Ipumeyanwue: Tpoxykr COOTBETCTRYET TpeGoparmsam HJJ 3axmouenne: OIOBPEHO
Prepared by / Checked by / Checked by (AQA) / Approved by: Quality Assurance/Authorized person /
Hoarorosneno: Shagun [IpoBepeno:Pravesh [TposepeHo (AOK): Onobpeno: Obecneyenue Ka'-IEC1'Ba£OTBETCTBCI~!H()e
Rana Amit Kumar JHLO; ) ¥ 1C2AAL 1un

i A2 =
Date / Date / Date / Date /
Hara: 13.04.2026 Jara: 13.04.2026 Jlata: 13.04.2026 Jlata: KSg3 Me—202(

Registered Office: 8-2-337, Road No. 3, Banjara Hiils, Hyderabad - 5

00034, Telangana, India

Tel: +91 40 4900 2900, Fax: +91 40 4900 2939, Email: mail@drreddys.com

CIN: L85195AP1984PLC0O04507
www.drreddys.com



Dr.Reddy’s ":‘

CERTIFICATE OF ANALYSIS

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

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

CEPTUPUKAT AHAJIU3A

Tel : +91 98166 56001-02

vwww drreddys.com

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykr: Keropoa® Ikcnpece (keTopoJak) TabeTkH, AucneprupyemMspie B MOJ0CTH pTa, 10 mr
Market / PoiHoK :Russia / Poccus

Batch No / ) Batch Quantity / ~36,00,000 tab /
Cepus Ne RELEE Oo6beM cepun " 36,00,000 Tab
Analytical Repovrt No / . 040003359789 Date of Analysis / . 13.04.2026
AHAJIHTHYECKHH oTueT Ne JMara ananusa

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

JlaTa npon3BoacTBa T'oaen no

Mfg. License No. / .

TponsBoxcTRenHas . MNB/05/263 MA number: / . JITI-Ne(004669)-(PT-RU)

Homep PY

auueH3us Ne

Analysis performed according ND: / Ananu3z nposeaen mo HJI: JITI-Ne(004669)-(PT-RU)-190224

PIL version approved: / MacTpykuus yreep:kaena: 21.04.2025

Page 10 of 11/ Crp. 10 u3 11

API name / HaumenoBanue ADPC:

Ketorolac tromethamine / Ketoponaka TpomeTamun

INN / MHH:

Ketorolac / Keroponax

API manufacturer batch number /

I'Jid:

Homep cepun npouspoautessa APC: el
FP Manufacturer API Batch number /
Homep cepuu cyGcTAHIMH NPOU3BOAHTEIIA FESA00536

API Manufactured by & country /
IIpoussoaurens A®C, crpana:

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

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

HaumenoBanue, agpec, TUIeH3HA 151
IIpounsBoacrBennas miomanka / Ilnomagka
KOHTpoJIA KadecTBa / ILnomaaka 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) /

H-p Pennu’c Jlaboparopuc JIita., Muaus, IpoussoacteenHoe
noapasaenenue-6, Bunn. Kxons, Hanarapx Poyn, bamnu, uctpukr
Conan, X.I1., 173205, Muaus (iuuensus Homep MNB/05/263)

Declaration of certification: «l 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/

[Tpumeuanue: [TpoayxT cootBeTcTBYET TpeboBauusM H/I

Conclusion : APPROVED /
3akawuenue: OJOBPEHO

Checked by /
[Tposepeno:Pravesh

Rana f

Prepared by /
[NoaroTorieHo: Shagun

Gl

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

Approved by: Quality Assurance/Authorized person /
Onobpeno: ObecneyeHne kauecTBa/OTBETCTBCHHOC

[\//\ JHLO: %W [CMM @,}_/)

Date /
Hata: 13.04.2026

Date /
Hata: 13.04.2026

Date /
Hara: 13.04.2026

Date /
Hara:

Vo2~ 2024

Registered Office: 8-2-337, Road No. 3, Banjara Hiils, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2939, Email: mail@drreddys.com
CIN: L85195AP1984PLCO04507

www.drreddys.com




Dr. Reddy's Laboratories Ltd.

9 @ Formulation Unit-6
Dr- Reddy S ‘.. Vill. Khol, Nalagarh Road, Baddi,
CERT]FICATE OF ANALYS[S Distt, Solan, H.P, 173 205, INDJA
CEPTI/](DHKAT AHAJ]HE}A Tel : 491 98166 56001-02

Product : Ketorol Express
Hpoaykr: Keropoa® Jxen
Market / Puinok
Batch No /
Cepusi Ne
Analytical Report No /
ABasmnTaveckuii or4yer Ne
Date of Manufacture /
Hara npoussoscrsa
Mfg. License No. /
Ilpouseoacreennas : MNB/05/263
JIHIEeH3Ha No

(ketorolac) Orally Disintegrating Tablets
ecc (keToposiak TabieTku, Aucnepry
‘Russia / Poccug

: V2600736

10 mg
€MbIe B H0JI0CTH

Batch Quantity /
O6bem cepun

Date of Analysis /
Hara anannza
Date of Expiry /
I"onen o

MA number: /
Homep PY

FL: JITI-Ne(004669)-(PT-RU)-190224
: 21.04.2025

. 36,00,000 tab /
© 36,00,000 Ta6

1 13.04.2026

1 040003359789

: 03/2026 + 02/2028

t JII-Ne(004669)-(PT-RU)

TPEOOBaHUAMH KOHTPONS Kauecrsa JICKAPCTBEHHBIX CPEACTB, a Takke B COOTBETCTBHH CO cnennpukanusamy,
CONCPXAMMUMHUCS B PETrHCTPALOHHOM AOCHE CTPaHBI-UMIIOpTEpPA. 3anucy o IIPOM3BOJICTBY, yIIaKOBKe K aHaU3y
TIPOBEPCHBI, M YCTAHOBIIEHO HX COOTBETCTRHE TpeGosanusM [Tpasun HalIexXae Ipou3BoaCTBeHHO} IPaKTUKH
EBpasniickoro skonomurdeckoro COI03a,

.Remarks : The Product confirms to ND/ Conclusion : APPROVED —[
TIpumeuanmue: Iponykt COOTBETCTBYET TpeGoBanmIM HI 3akaouenne: OJJOBPEHO
Prepared by / Checked by / Checked by (AQA) / Approved by: Quality Assurance/Au thorized person /

[Toarorosneno; Shagun Ilporepeno:Pravesh Iposeperio (AOK): OnobpeHo: Obecnieyenne Kauecrea/OTBeTcTBEHHOR

p Rana / Amit Kumar JHLIO; - lcoas
L I

Date / .Da[e / Date / Date /
Hara: 13.04.2026 Jlara: 13.04.2026 Jlara: 13.04.2026__| Jara: ) '3":-\-1 — 0 2.4

Registered Office: 8-2-337, Road No. 3, Banjara Hiils, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2959, Email: mail@drreddys.com
CIN: L85195AP1984 PLCOO4507
www.drreddys.com



