Dr.Reddy’s Qf:-’

CERTIFICATE OF ANALYSIS

CEPTUOPUKAT AHAJIM3A

Product :

Ketorol Express (ketorolac) Orall)7 Disintegrating Tablets 10 mg

ITpoayxr: Keropon® Jkcmpece (keroposiak) Tab/ieTKH, AHCHEPrHpyeMble B MTOI0CTH PTa, 10 mr

Market / PeiHok :Russia / Poccus

Batch No / _ Batch Quantity/ 3600000 tab /

Cepus Ne ! pslistn O6bem cepun " 3600000 Tab

Analytical Repo:‘t No/ - 040002991919 Date of Analysis / - 09.07.2025

AHagurnyeckuii oruer Ne JlaTa anaauza

Date of Manufacture / - 06/2025 Dgte of Expiry / - 05/2027

JaTa npon3BoacTBa I"omen jio

Mifg. License No. / . .

IpouspoacTBeHHAs : MNB/05/263 I murtibexsr ; SHISIE (OO
Homep PY RU)

JuneH3us Ne

Analysis performed according ND:

/ Ananus nposeaen no HJI: JITT-Ne(004669)-(PT-RU)-190224

Page10f9/Crp.1 w39

side. / Kpyrible miockue
TabNeTKy ¢ HackoH, CBETIO-
JeNTOTO 1[BETA C TPAaBUPOBKOM
«» Ha OHOH CTOpPOHE.

tablets with "|" debossed on one

i.oo Test / [TokasaTennb Results / Pe3yabTaThl Specification / Hopma
1 Description / Onucanue Light yellow round flat beveled Light yellow round flat beveled tablets

with "[" debossed on one side. / Kpyrnele
Iockue TabneTku c (ackoil, CBeTIo-
KEJNTOro lBeTa ¢ PaBUPOBKOH «I» Ha
OIHOMW CTOpPOHE.

2 Identification / UnenTnduxauus

Ketorolac / Kemoponax

Complies / CooTBETCTBYET

UV spectra of the test solution and
ketorolac tromethamine standard solution
should have peaks at the same wavelength
(+ 2nm). / Y®-cnexTpsl MOrJIOUICHUA
HCTBITYEMOr0  pacTBopa U pacTsopa
cTaHaapTHoro  obpasua  KeTOpoJaka
TpOMETaMHHa JIOJDKHBI UMETh
MaKCHMYyMbI TIPH OIHOM U TOH e ANMHE
BOJIHBI (+ 2 HM).

Remarks: The Product conforms to ND/
IMpumeuanue: Ipoaykr coorBeTcTBYET Tpebopanuam H/I

Conclusion: APPROVED /
3akmwoyenne: OJJOBPEHO

Prepared by /
IMoarorosieHoO: Ramakant

'-SA&LL

Checked by /
IMposepeHo: Pardeep Kumar

Approved by: Manager/Executive /
OnobpeHo: Meremxep / l’ﬁcosonmenb
Amit Kumar N~

\;‘

Reprint Date /
Hara: 09.07.2025

Reprint Date /

Jara: 09.07.2025

Reprint Date /
Hara: 09.07.2025

Resistered Offica: 8-2-227, Road Ne. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: £91 40 4900 2000, Fax: +91 40 4800 2959, Email: mail@drreddys.com

CIN: L85195AP1584PLCOD4507

www, drreddys.com
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Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg

Hpoayxr: Keropoa” Sxenpece (KeTopoiak) TabiieTku, AHCIEPIHPYEMbIe B TIoJI0cTH pTa, 10 mr

Market / PoiHok :Russia / Poccus

Batch No / . V2501300 Batch Quantity / 3600000 tab /

Cepus Ne ' O6bem cepun " 3600000 Tab

Analytical Repovrt No/ - 040002991919 Date of Analysis / - 09.07.2025

AHaJHTHYecKHil oTueT No Jara anann3za

Date of Manufacture / - 06/2025 Date of Expiry / . 05/2027

data npouszBoacTBa T'open go

g;%ll&;z;ﬂe;::égn - MNB/05/263 MA number: / . JII-Ne(004669)-(PT-
Homep PY " RU)

JuneH3nd Ne

Analysis performed according ND:

/ Ananu3 nposeaen no HJI: JII-Ne(004669)-(PT-RU)-190224

Page2of 9/ Crp.2m3 9

No

Test / [loka3zaTenan
Ne

Results / PesyabTaTtsl

Specification / Hopma

Complies / CooTBeTCcTRYET

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). / Bpemst ynepxuBaHHs
OCHOBHOIO IMKa HAa XpOMaTtorpamme
UCTIBITYEMOrO pacTteopa IOJDKHO
COOTBETCTBOBATH BPEMEHH YIEPKUBAHUA
OCHOBHOrO TIMKa Ha XpOMaTorpamme
pacTtBopa CTaHAAPTHOTO obpazua
KeTopoJiaka  TpoMeTaMHHa  (pasmen
«Konu4yecTBeHHOE OmpeNeIeHUeY).

Remarks: The Product.conforms to ND/
[Ipumeuanne: [IpoaykT coorBeTcTBYET TpebGoBanuam HJ

Conclusion: APPROVED /
3akarwuyenue: OJTOBPEHO

Prepared by /
IToarorosneno: Ramakant Q‘

Checked by /
Ilposepeno: Pardeep Kumar

Approved by: Manager/Executive /
Onobpeno: Menemxep / Pykorogurens

{ Amit Kumar —
. 9, —
Reprint Date / \ Reprint Date / Reprint Date /
Hara: 09.07.2025 Hara: 09.07.2025 Hata: 09.07.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangans, India
Tel: +91 40 3900 2900, Fax: +91 40 4500 2999, Email: mail@drreddys.com

CIN: L35155AP1584PLCCTA507

www.drreddys.com

T =
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Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS

Or. Beddv's Laboratories Lid

Formulation Unit-5

CEPTU®UKAT AHAJIM3A

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykr: Keropoa® 3xenpece (keToponak) TabJeTkd, AMCNepropyemMple B 10J0CTH pra, 10 mr

Market / Poinok :Russia / Poccus

Batch No / . Batch Quantity / . 3600000 tab /

Cepus Ne  N2S0IS00 O6nem cepun " 3600000 tab

Analytical Repo:’t No/ - 040002991919 Date of Analysis / - 09.07.2025

AHajguTHYeCKHit oTyeT Ne JlaTa ananm3a

Date of Manufacture / . 06/2025 Date of Expiry / - 05/2027

JaTta npou3BoacTea Togen no

Mifg. License No. / .

IIpousBoacTBeHHAs : MNB/05/263 MA number: / . JII-Ne(004669)-(PT-
Homep PY RU)

Junenzus Ne

| Analysis performed according ND: / Anann3 nposenen no HJI: JITI-Ne(004669)-(PT-RU)-190224

Page30f9/Crp.3u39

No |

No Test / [TokazaTenn Results / PesyabTaTht Specification / Hopma
Butylhydroxyanisole / Complies / CooTBeTCTBYET The retention times of 2-
Bymuneudpoxcuanuson 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
YIEPXKUBaHUS MHKOB
2-6y THNTMAPOKCHAHN30IIA U
3-OyTunruapoxcuaHuzona Ha

XpoMaTorpaMMe MCIBITYEMOIO pacTBopa

JOJDKHBl  COOTBETCTBOBATh  BpPEMEHaAM
yIEpKUBAHUS MTHKOB
2-6yTHAruApOKCHaHU30J1a u
3-0y TUIIruIpoOKCHaHu30J1a Ha

XpOMaTOorpaMMe PacTBOpa CTAHAAPTHOTO
obpasua OyTHnrMapoKcHaHu30a (pazaen
«CopnepxaHue
O6yTUNTHAPOKCHAHH30JIa).

Remarks: The Product conforms to ND/
Ilpumeuanue: [IpoaykT coorBeTcTBYET TpeGoBanuam HJJ

Conclusion: APPROVED /
3axknwuenne: OJIOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
ITogroroenexo: Ramakant IIpoBepeno: Pardeep Kumar | OmobpeHo: Menemxkep / PykoBoauten
UJ Amit Kumar N
Bulotd ~— N
Reprint Date / ] Reprint Date / Reprint Date / '
Hara: 09.07.2025 Harta: 09.07.2025 Hara: 09.07.2025

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. L85195AP1584PLCO0A507
www.drreddys.com




Dr.Reddy’s Qi‘

Or Reddy's Laboratoiies Lid
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Formulation Unit-6

Wit ihol, Road, Baddi,
CERTIFICATE OF ANALYSIS -~ “' " /=
CEPTUO®UKAT AHAJIM3A pisicmisiioisighdes
|Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
IIpoaykt: Keropon® Dxcnpece (keTopoak) Ta6eTku, AHCIEprEpyeMble B NoJIOCTH pTa, 10 Mr
Market / Poinok :Russia / Poccus ]
Batch No / . Batch Quantity / 3600000 tab /
Cepus Ne - V2501300 O6bem cepun " 3600000 Tab
Analytical Repovrt No/ - 040002991919 Date of Analysis / - 09.07.2025
AnajiuTudyeckHii oryer Ne JlaTa anajn3a
Date of Manufacture / - 06/2025 Date of Expiry / - 05/2027
Jara npon3BoacTea I'ogen oo
Mig. License No. / ] .
IIpou3BoacTBEHHAS : MNB/05/263 S DUEBCRY 5 e SIC010C0)S(EIS
Homep PY RU)
Junedsus Ne
Analysis performed according ND: / Ananus nposeaen mo HJI: JITI-Ne(004669)-(PT'-RU)-190224

Paged4of9/Crp.4u3 9

i.oo Test / [lokazaTennb Results / PesyabTaThl Specification / Hopma
3 Average weight / Cpennss 69.7 mg / 69.7 Mr 67.2 mg to 72.8 mg (70.0 mg + 4.0 %). /
macca . Ot 67,2 Mr no 72,8 mr (70,0 mr + 4,0 %).
Complies / CooTBeTcTBYET
Uniformity of weight / 18/20 tablets - not more than £ 10 %;
OaHOPOAHOCTH MaCChi 2/20 tablets - not more than + 20 %. /
18/20 Tabnerok — He Oonee =+ 10 %:;
2/20 tabneTok — He 6onee £ 20 %.
4 Disintegration time / 00 min 10 sec / 00 muH 10 cex Not more than 3 min. / He 6osee 3 MuH.
Pacnapaemocts
5 Dissolution / PacTBopeHue Unit-1 / Tabn-1 95 % Not less than 75% (Q) of
R C5sH13NO3C4H INO3 (ketorolac
Uity AaO.2 ok tromethamine) in 15 min. / He menee
Unit-3 / Ta6s-3 96 % 75 % Q) CisHi3NO3+C4H11NO;3
. (xeToponaka TpoMeTaMHUH) 4epe3 15 MUH.
Unit-4 / Tabn-4 101 %
Unit-5 / Tabn-5 97 %
Unit-6 / Tabn-6 95 %

Remarks: The Product conforms to ND/
[Tpumeuanue: IIpoaykT cooTBeTcTBYET TpeboBanusm HJT

Jaka

Conclusion: APPROVED /

wuenue: OJJOBPEHO

Prepared by /
IMoarorosiedo: Ramakant

Checked by /
ITporepeno: Pardeep Kumar

Approved by: Manager/Executive /
Opnobpeno: Meunemxep / PykoBonutens

f" ) Amit Kumar A
At i o
Reprint Date / Reprint Date / Reprint Date / £
Hara: 09.07.2025 Mara: 09.07.2025 Hara: 09.07.2025

Fegistered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangang, India

Tel: +91 40 49360 2900, Fax: +91 40 4900 2999, Email: mail
CiN: L85195AP19844PLCD04507
www.drreddys.com

@drreddys.com
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Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS =" " "0

h it - - [ R |
O Reddy's Laboratories Lig,

CEPTHOPUKAT AHAJIU3A

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
IIpoaykr: Keropon® Ikcnpece (keroposiak) TaGiaerku, AHCHEprupyemble B moJocTH pra, 10 mr

Market / Poinok :Russia / Poccus |

Batch No / ) Batch Quantity / 3600000 tab /

Cepus Ne Aol O6Bem cepun " 3600000 Tab

Analytical Report No/ - 040002991919 Date of Analysis / . 09.07.2025

AnannTuyeckuii oruer Ne Harta anannsa

Date of Manufacture / - 06/2025 Date of Expiry / . 05/2027

HJara npousBoacTBa TI'ogen go

Mfg. License No. / ] X

IIpousBoacTBeHHas : MNB/05/263 SlynubersH - I Ne(C0 00 2) (I
Homep PY RU)

JHIeH3us1 Ne

Analysis performed according ND: / Ananu3 nposeaen no HJI: JIII-Ne(004669)-(PT"-RU)-190224

Page Sof 9/ Crp.5u3 9

1;00 Test / [TokazaTeib Results / PesynbTaTthl Specification / Hopma
6 Particle size distribution / Complies / CooTBeTCTBYET A uniform suspension passing through a
JducnepcHocTh 710 um sieve is formed. / Obpa3zyetcs
ONHOpOOHAs CYCIEH3UsA, MpoXoJsuias
CKBO3b CHUTO C DPa3MepOM OTBEPCTUH
710 MKMm.
7 Impurities / [Ipumecn

1-hydroxy analog of
ketorolac: /

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

Coaepxanue BOAbI

) 0.0049 %

-TUAPOKCUAHANOT
KeTopoJaka
1-keto analog of ketorolac / 0.04% not more than 0.8 %; / He Gonee 0,8 %;
1-keToaHANOr KETOpONaKa
unidentified impurity / 0.02% not more than 0.5 %; / He 6oxee 0,5 %,;
eIMHUYHAs )
HeHJeHTHGULIUpOBaHHAs
NpUMeECh
total impurities / 0.1% not more than 1.0 %. / He Oonee 1,0 %.
cyMMa fpuMecei

8 Water content / 23 % Not more than 7.0 %. /

He 6onee 7,0 %.

Remarks: The Product conforms to ND/
ITpumeuanue: Ilpoaykr coorBeTcTBYeT TpeboBaHuam HJT

Conclusion: APPROVED /
3akiawuenune: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[ToarotoeneHo: Ramakant Iposepeno: Pardeep Kumar | Onobpeno: Menemkep / Pykapoauressb
Amit Kumar —
Reprint Date / ' Reprint Date / Reprint Date / )
Jara: 09.07.2025 Jlara: 09.07.2025 Jata: 09.07.2025
Registered Office: §-2-327, Road Mo. 3, Banjara Hills, Hyderabad - 500033, Telangana, India

Tel: +51 40 4900 2900, Fax: +91 40 4900 2992, Email: mail@drreddys.com

CIN: L85195AP1984PLCOO4507
www.drreddys.com
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Dr.Reddy’s Q‘_‘.’

CERTIFICATE OF ANALYSIS

D1 Reddv's Laboratories Ltd,
Fermulat
Wil ikhol,

Distt, Sale

CEPTUO®HUKAT AHAJIM3A -

WAL Arreanys. corm

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykr: Ketopoa® Dxenpecc (keTopoiak) Tab/ieTKH, AMCHEPrapyeMble B M0J10¢TH pra, 10 mr

Market / PoiHOK :Russia / Poccus

Batch No / _ Batch Quantity / _ 3600000 tab /

Cepusa Ne : N2PHIS0 O6bem cepun " 3600000 Tab

Analytical Repourt No/ . 040002991919 Date of Analysis / . 09.07.2025

AvanuTHyecknii oTuer Ne Jara aganuza

Date of Manufacture / . 06/2025 Date of Expiry / . 05/2027

Jara npou3BoJcTBa TI'onen po

Mfg. License No. / ] .

IIpou3BoicTBEHHAS : MNB/05/263 L ;, JIIE-Ni(004669)-(PT-
Homep PY RU)

JTHueH3ns Ne

Analysis performed according ND: / Auaau3 nposeaen no HJI: JITI-Ne(004669)-(PT-RU)-190224

Page 6 of 9/ Crp. 6 u3 9

i:) Test / IlokasaTens Results / PesynbTaThi Specification / Hopma
9 Residual solvents / OcTaTouHble OpPraHM4yecKue pacTBOPHTEIH
Isopropyl alcohol / 03 pg/tab/ Not more than 350 pg/tab. /
H3onponanon 03 MKr B TabneTke He 6onee 350 Mkr B TabneTKe.

10 Microbiological purity*/ Mukpo6uoJsiornyeckas 4dcToTa*

OaHopoaHOCTh
J03HPOBAHHBIX €JHHMI]

Total Aerobic Microbial NA not more than 10* CFU/g; /
Count / ob1uee 4ucio He 6onee 10 KOE/T;
a3po6HBIX MUKPO-
OpraHH3MOB
Total Combined Yeast and NA not more than 10? CFU/g; /
mold count / ob1tee ancno He 6onee 102 KOE/T;
IPOMOKEBBIX U IMIECHEBBIX
rpu6oB
Escherichia Coli NA shell be absent in 1 gram. /
OTCYTCTBHE B 1 T.
11 Uniformity of dosage units / 2.7 Acceptance value (4¥) not more than

15.0 IToka3zaTens npueMneMocTu (AV)
nomKkeH ObITh He Gonee 15,0.

Remarks: The Product conforms to ND/

IIpumeuanue: [poaykr coorBeTcTBYeT TpeboBanusIM HJ|

Conclusion: APPROVED /
Saxmouenune: OJJOBPEHO

Prepared by /
IMoarorosneno: Ramakan

st

Checked by /
ITpoeepeno: Pardeep Kumar

.

s

Approved by: Manager/Executive /
Onobpeno: Menemxkep / Pykosonuresb
Amit Kumar \ \

3 =

Reprint Date /
Jara: 09.07.2025

' Reprint Date /
Hara: 09.07.2025

Reprint Date /
Jara: 09.07.2025

Registered Office: 8-2-337, Road Mo. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4800 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLCO04507

www.drreddys.corit




Dr.Reddy’s ‘;.,

CERTIFICATE OF ANALYSIS

Dr. Reddy's Labhoratories Ltd

CEPTUHD®UKAT AHAJIM3A

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

Hpoayxr: Keropoa® Ixenpece (keropoiak) TadaeTKH, AHcHeprupyemMble B 10JIOCTH pra, 10 mr

Market / Poinok ‘Russia / Poccus

Batch No / . Batch Quantity / 3600000 tab /

Cepus Ne V2501300 O6bem cepun " 3600000 Tab

Analytical Repovrt No/ - 040002991919 Date of Analysis / - 09.07.2025

AHaJuTHYECKHH 0TUeT No Jara ananuza

Date of Manufacture / - 06/2025 Date of Expiry / - 05/2027

JaTta npousBoncrea TI'ogen go

Mfg. License No. / . .

Ipoussoacreennas : MNB/05/263 MA number: / .. JII-Ne(004660)-(PT-
Homep PY RU)

Junen3us Ne

| Analysis performed according ND: / Ananus nposegen no HJI: JITI-Ne(004669)-(PT-RU)-190224

Page 70f 9/ Crp. 7Tuz 9

desiccant/HDPE) foil // (PE/AL)
foil. 2 blisters with patient
information leaflet in a carton
pack. / o 10 Tabnetok B
oauctepe us  (IIA/AJVIID ¢
Biaronorioturenem/I15BIT)
doneru // (II3/AJ1) donsru. Mo
2 bnmucTepa BMECTE C JIHCTKOM-
BKJIa IBILIEM B nayky
KapTOHHYIO.

iﬂo Test / [loxazaTens Results / PesyabTaThl Specification / Hopma
12 Assay / KonnuyecTBeHHOE 9.8 mg /9.8 mr From 90mg to 11.0 mg of
onpejaejcHue (97.9 %) CisHi3NO3C4H | NO; (ketorolac
tromethamine) (from 90.0 to 110.0 % of
the label claim) per tablet. / Ot 9,0 Mr o
1 1,0 MmMr C15H13NO3'C4H11N03
(keToposiaka TpomeramuH) (oT 90,0 no
110,0 % oT 3asABJIEHHOro KOJHWYECTBa) B
TabiaeTke.
13 | Butylhydroxyanisole 0.0947 mg/tab / Not less than 0.042 mg/tab. /
content / CoaepxkaHue 0.0947 mr B Tabnerke He menee 0,042 mr B Tabnetke,
OyTUATrHAPOKCHMAHU30/12
14 | Package description / 10 tablets in a blister of | 10 tablets in a blister of (PA/AL/PE with
Omnncanune ynakoBKu (PA/AL/PE with | desiccant/HDPE) foil // (PE/AL) foil. 1 or

2 blisters with patient information leaflet
in a carton pack. / ITo 10 Tabnetok B
6aucrepe u3 (ITA/AJITTD c
BaaronornotuteneM/[I3BIT) doneru //
(I19/AJ1) doneru. [To 1 unu 2 6aucrepa
BMECTE C JINCTKOM-BKJIAJbIIEM B Mayky
KapTOHHYIO.

Remarks: The Product conforms to ND/
Ipumeuanue: [lpogykT cootBercTBYeT TpeboBanuam HJT

Conclusion: APPROVED /
3axkmouyenue: OJJTOGPEHO

Prepared by /
IToxnrorosneno: Ramakant

i

Checked by /
IIpoBepeno: Pardeep Kumar

~f—

Approved by: Manager/Executive /
OnobpeHo: Menemxkep / PykoBonurens
Amit Kumar

N2

Reprint Date /
Hara: 09.07.2025

Reprint Date /
Jara: 09.07.2025

Reprint Date /
Hara: 09.07.2025

Registored Office: 8-2-33

17, Raad Mo, 3, Banjara Hills, Hycderabad - 500034, Telangana, India

Tel: +91 40 3800 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com

CIN: LG5155AF15884PLCCO4507
www.drreddys.com




Dr. Reddy's Laboratories Ltd.

Q“
dd L/ e Formulatior Unit-6
Dr° Re y S o Vil ¥ho!, Matagarh Road, Baddi,

CERTIFICATE OF ANALYSIS 77 /17 o i
CEPTUOUKAT AHAJM3A '

Product : Ketor;l_Express (ketorolac) Orally Disintegrating Tablets 10 mg ]
Tponyxt: Keropon® Jkcupece (keTopoJiak) TabieTku, UCHeprupyemble B OJI0OCTH Pra, 10 mr

Market / PoiHOK :Russia / Poccus

Batch No / ) Batch Quantity / 3600000 tab /

Cepus Ne { V2SULS00 O0bem cepun " 3600000 Tab
Analytical Repovrt No/ - 040002991919 Date of Analysis / . 09.07.2025
AHanuTHueckHil oruer Ne JlaTa ananusa

Date of Manufacture / - 06/2025 Date of Expiry / - 05/2027

JlaTa npoH3BOACTBA I'ogen o

Mfg. License No. / ) .
Ilpon3BoacTBeHHAN : MNB/05/263 SIS BUIBCR:Y ! AUGHIIE  p U

Homep PY RU)
nuuensus Ne
Analysis performed according ND: / Ananns nposeaen no H/L: JITI-Ne(004669)-(PT'-RU)-190224

Page 8 of 9/ Crp. 8 u3 9

* 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 BLIMyCKe JIeKAPCTBEHHOTO NpenapaTa KOHTPO/Ib KauecTBa Mo nokasareno «MukpoGuoiornieckas

YUCTOTa» IIPOBOAUTCH AJIA Kkaxpoii 20-oii CepHUH, HJIU AJIs1 OHOM CepHH B rof, B 3aBUCHMOCTH OT TOTO, UTO
HACTYNUT paHbIlIe.

API name / HanmenoBanue APC: Ketorolac tromethamine / Ketoponaka TpomeramMmun
INN / MHH: Ketorolac / Ketoponak

API manufacturer batch number / ABSH001108
Homep cepuu npoussogutea ADC:

FP Manufacturer API Batch number /
Homep cepuH cyOcTaHIHH NPOU3BOAHTENISA
TJI®:

API Manufactured by & country /

FESA00215

Dr. Reddy's Laboratories Ltd., India /

IIpounssoautens APC, crpana: J-p Pennu'c JTaGopartopuc JIta., Uuaus
Name, address, authorization No for FP Dr. Reddy's Laboratories Ltd., India, Formulation Unit-6, Vill. Khol,
manufacturing site / Control site / Release Nalagarh Road, Baddi, Distt. Solan (HP) 173205, India (license No
MNB/05/263) /
J-p Pennu’c JTabopatopuc JIta., Maausa, [IpoussoacreeHHOe
nioapassienenue-6, Bunn. Kxons, Hanarapx Poyn, bamnu, Jluctpukr
Conan, X.I1., 173205, Unaua (nuuensus Homep MNB/05/263)

site /

HaunmenoBanue, aapec, JIHIEH3HA 1S
ITponspoacreenHas miomaaka / Ilnomanka
KOHTpoJIs KauecTBa / Ilnomanka Bbimycka

Declaration of certification: «I hereby certify that the above information is authentic and accurate. This batch of

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

[Mpumeuanue: [IpoaykT cooTBeTcTBYET TpeboBanuam HJI Saxawuenne: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /

Hoarorosneno: Ramakant % IIposepeno: Pardeep Kumar | Ono6peno: Menemxkep / PykoBoaurensb
Y ‘ f Amit Kumar \
Rl . A"

Reprint Date / \ Reprint Date / Reprint Date / ’

Harta: 09.07.2025 Jarta: 09.07.2025 Jara: 09.07.2025

Registered Office: 3-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +S1 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLCO04507
www.drreddys.com
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D1 Reddv's Laboratories Lid

@
DI“. Reddy’s q;‘ Formulation Unit-o -

CERTIFICATE OF ANALYSIS
CEPTUOHKAT AHAJIM3A

WL GTTedays . com

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoayxt: Keropoa® xcnpece (keropoJiak) TabieTkn, AHCIeprupyeMblie B M0J0CTH pTa, 10 Mr |
Market / Poinox :Russia / Poceus
Batch No / . Batch Quantity / 3600000 tab /
Cepus Ne VOOl Ob6bem cepun " 3600000 Tab
Analytical Repourt No/ - 040002991919 Date of Analysis / . 09.07.2025
AuajnurTHueckuii oTuet Ne JlaTta ananau3a
Date of Manufacture / . 06/2025 Date of Expiry / . 05/2027
JlaTa npou3BoJACTBA Tozxen go
Mifg. License No. / . o
IlpousBoacTBeHHas : MNB/05/263 i s e A= (WO SN =

Homep PY RU)
JHIeH3usa Ne
Analysis performed according ND: / Anaan3s nposeaen mo HJI: JIII-Ne(004669)-(PT-RU)-190224

Page 9of 9/ Crp. 913 9
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 (No. GMP/EAEU/RU/00554-2022 dt.
02 September 2022) 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».

3ak/oueHHe 0 coOTBeTCTBHH: «HacTosmuM s IOATBEPXKAAI0, YTO MPUBECHHAs BbIIE MHPOPMalUs SBISIETCA
JOCTOBEPHOM ¥ TOYHOM. DTa cepus MPOMYKIMH MpOU3BelNeHa (BKIIOYAs YIAKOBKY (MapKHUPOBKY) M KOHTPOJb
KauecTBa) Ha BBIMIEYKA3aHHON IPOHM3BOACTBEHHON IUIOMIAAKE (IUIOMIAJKax) B IIOJIHOM COOTBETCTBHHM C
TpeboBanuaMu [IpaBui Hamexamen MPOU3BOACTBEHHON IMPakTHKH EBpa3uilckoro 3KOHOMHYECKOro coroza (Ne
GMP/EAEU/RU/00554-2022 ot 02 cenTsa6ps 2022) u TpeboBaHUIMHA KOHTPOJII Ka4eCTBa JIEKAPCTBCHHBIX CPENICTB,
a TaKXe B COOTBETCTBHH CO CHEIMPUKAIMSIME, COMEPKAITUMUCS B PETUCTPAlIMOHHOM J0ChE CTPaHBI-UMIIOPTEPA.
3amucH [0 NPOU3BOCTRY, YITAKOBKE U aHAIW3Y POBEPEHBL, H YCTAHOBICHO HX COOTBETCTBUE TpeboBaHuaM I Ipasui
HaJIJICKAIEeH MpOoN3BOACTBEHHON NpaKTUKH EBpa3suiicKOro 3JKOHOMHYECKOIO COKO3ay.

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

ITpumeuanue: [poaykt coorsercTByeT Tpeboanuam HJL 3axmouenue: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /

INoaroropnexo: Ramakan'.[&\\ [poeepeno: Pardeep Kumar | Onobpeno: Menemxkep / PykosoauTens
~ Amit Kumar \

Reprint Date / ) Reprint Date / Reprint Date / )

Jara: 09.07.2025 Hara: 09.07.2025 Jlata: 09.07.2025

Registered Office: §-2-337, Road No. 3, Banjare Hills, Hyderabad - 500034, Telangana, India
Tel: +61 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1934PLCO04507
www.drreddys.com




