Dr.Reddy’s ‘:‘

CERTIFICATE OF ANALYSIS

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

Vvill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P,, 173 205, iINDIA

el +51 58186 5000102
CEPTUDUKAT AHAJIM3A -\ rreddys.com
Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
IIpoaykr: Keropoa® Ixcnpece (keToposak) TabaeTKH, Jucneprupyevble B 0J0CTH PTa, 10 mr
| Market / Peinok :Russia / Poccus
Batch No / V2501178 Batch Quantity / 3600000 tab /
| Cepusi Ne ) O0Bem cepun " 3600000 Tab6
Analytical Repovrt No/ . 040002966298 Date of Analysis / . 16.06.2025
AHanuTHYecKHH oTdeT No JlaTra aHaIM3a
Date of Manufacture / . 05/2025 Date of Expiry / . 04/2027
JlaTa npoH3BOACTBA T'onen go N
Mfg. License No. / . .
ITpoussoacTBenHas : MNB/05/263 R Asnwber Y 7 JLII-N2(004669)-(PT-
Homep PY RU)
JHueH3us Ne
Analysis performed according ND: / Anaau3s nposeaen mo HJI: JII-Ne(004669)-(PT-RU)-190224

Page10f9/Crp.1u39

| No N

N Test / [TokazaTennb Results / Pe3ynbTaThl Specification / Hopma

1 Description / Onucanue Light yellow round flat beveled Light yellow round flat beveled tablets
tablets with "|" debossed on one with "|" debossed on one side. / Kpyrnbie
side. / Kpyrisle niockue IUIOCKME TableTKu ¢ ¢ackoli, cBeTio-
TabneTky ¢ packoil, cBeTIIO- JKEJITOro IBeTa ¢ IPaBUPOBKOM «l» Ha
KEJITOTO LiBeTa C IPaBUPOBKO OJIHO11 CTOPOHE.
«l» Ha 0HOM CTOpOHE.

2 Identification / Uaentudukanus i

Ketorolac / Kemoponak

Complies / CooTBeTCTBYET

UV spectra of the test solution and
ketorolac tromethamine standard solution
should have peaks at the same wavelength
(= 2nm). / Y®-crnekTpbl NOIIOLUEHUS
HCIIBITYEMOro pacTBopa M pacTBopa
cTaHmaptHoro  ofpasua  KeTopojaka
TPOMETaMHHA JIOJIKHBI HMETh
MaKCHMYMBI NIPH OJHOH M TOM ke IUIHHE
BOJIHBI (& 2 HM).

Remarks: The Product conforms to ND/
ITpumeuanue: Ilpoaykr cootsercTsyeT TpebGosanusm HJI

Conclusion: APPRGVED /
Jaxmouyenne: QJIOBPEHO

Prepared by /

[MoarorosneHo: Pravesh Rana _ {
p

Checked by /

IMpoeepeHo: Ramakant

Bo

e

Approved by: Manager/Executive /
Opnobpeno: Menemxkep / PykoBogutesns

Amit Kumar A
—
N——

_|| Reprint Date /
Jara: 16.06.2025

Reprint Date /

Hata: 16.06.2025

Reprint Date / J
Hara: 16.06.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +31 40 4900 2900, Fax: +91 40 4900 2999, 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
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CEPTHO®UKAT AHAJIM3A

el
www.drreddys.com

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

ITpoaykr: Ketopoa® Dkcnpece (keToposak) TaGIeTKH, ANCNeprupyemble B HOJIOCTH pTa, 10 Mr

Market / Peinox :Russia / Poccus

Batch No / . V2501178 Batch Quantity / 3600000 tab /

Cepust Ne ' O0nem cepuu " 3600000 Tab

Analytical Repovrt No/ - 040002966298 Date of Analysis / . 16.06.2025

AHanuTHYecKkuil oTuer Ne JlaTa aHajin3a

Date of Manufacture / - 05/2025 Date of Expiry / - 04/2027

JlaTa npoH3BOACTBA T'oxeH g0

Mfg. License No. / . o

IIpousBoacTBenHas - MNB/05/263 MA number: / . JIII-Ne(004669)~(PT-
Homep PY RU)

JdneHsusa Ne

Analysis performed according ND:

/ Auanns nposeaen no HJI: JIII-Ne(004669)-(PI'-RU)-190224

No |

Test / lloka3arenn
Ne

Page2 of 9/ Crp. 2 u3 9

Results / PesyabTaThi

Specification / Hopma

Complies / CooTBeTCTBYET

The retention time of the main peak on the
chromatogram of test solution should
correspond to that on the chromatogiram of
ketorolac tromethamine standard solution
(Assay section). / Bpems ynepxuBaHus
OCHOBHOrO TMMKa Ha XpoMmaTtorpamme
UCIIBITYEMOTO pactBopa JOJKHO
COOTBETCTBOBATh BPEMEHH yIepKUBaHHUS
OCHOBHOrO [HKa Ha XpoMaTorpamme
pacTBopa CTaHaPTHOTO obpazua
KeTopoiiaka  TpoMeTamMuHa  (pasjen
«Konm4ecTBEHHOE ONpe/leNIeHUE»).

Remarks: The Product conforms to ND/
[Tpumeyanue: ITpoaykt cootseTcTByeT Tpeboranusam HJI

Conclusion: APPROVED /
3akmoyenne: OJJOBPEHO

Jara: 16.06.2025

Jata: 16.06.2025

Prepared by / 2 | Checked by / Approved by: Manager/Executive /
[onroroeneno: Pravesh Rana ITposepeno: Ramakant Onobpeno: Menemxep / Pykosoauresb
uﬂ‘ Amit Kumar L
-~ — =
Reprint Date / Reprint Date / Reprint Date/ |

Hara: 16.06.2025

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: 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

CEPTUDPHUKAT AHAJIU3A

- LA A s Ty T
fer . 932 Jortbu ouut-ull

www.drredadys.com

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoxykr: Keropoa® Jxcnpece (KeTopo/ak) Tab/eTKH, AMCIEPrHpyeMble B MIOJIOCTH pTa, 10 Mr

Market / Peinok :Russia / Poccus

Batch No / ) Batch Quantity / 3600000 tab /

Cepusa Ne : V2O O06bem cepun " 3600000 Tab

Analytical Repovrt No/ - 040002966298 Date of Analysis / . 16.06.2025

AHasuTudeckuit oryer Ne JlaTa aHaaua3a

Date of Manufacture / - 05/2025 Date of Expiry / - 04/2027

Jara npon3BoacTBa Tomen go

Mfg. License No. / . .

IIpousBoacTBeHHAS : MNB/05/263 MA number: / : JILL-No(004669)-(PT-
Homep PY RU)

sgunen3ua Ne

| Analysis performed according ND: / Anasns nposeaen no HJI: JIT-Ne(004669)-(PI'-RU)-190224

Page30f9/Crp.3 w39

No

No Test / [loka3aTesb

Results / PesyabTaTsl

Specification / Hopma

Butylhydroxyanisole /
Bymuneudpoxcuanuzon

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
yaepKUBAHUS MHKOB
2-0yTHATHAPOKCHAHU30JIA H
3-0yTWIrHAPOKCHAHU30TIA Ha

XpoMaTorpaMmMe HUCIBITYEMOIro pacTBopa

JOJKHEL ~ COOTBETCTBOBATb  BPEMEHAM
yIepKUBAHHS [THKOB
2-6yTUNTHAPOKCHAHH301a u
3-6yTUNITHAPOKCHAHU301a Ha

XpOMaTorpaMMe pacTBOpa CTaHAAPTHOTO
obpasia OyTUIrHIpOKCHAaHU30Ta (pa3zen
«CopnepxaHue
OYTUITUAPOKCHAHNU30IaY).

Remarks: The Product conforms to ND/
Ipumeyanue: [Ipoaykt cootBeTcTByeT Tpeboranuam HJJ

3akn

Conclusion: APPROVED /

wuenne: OJOBPEHO

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

ITonrotosneno: Pravesh Rana [ | IIposepeno: Ramakant Opobpeno: Menemxkep / PykoBonuresb
¢ [ @M\ \Mj" Amit Kumar L

Reprint Date / Reprint Date / Reprint Date/ '

Jara: 16.06.2025 Jara: 16.06.2025 Jara: 16.06.2025

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: L85195AP1984PLCO04507
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

CEPTUPHUKAT AHAJIU3A

PO Lt OV SO Ny N
jel .+ 1L Yoloc onuvy LmuL

www.drreddys.com

Product : Ketorol Expr_ess_ (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoayxr: Keropoa® Dkcnpece (keToposiak) TaGaeTKH, ANcneprupyemble B H0JA0CTH pra, 10 mr

Market / PoIHOK :Russia / Poccus
Batch No / - V2501178 Batch Quantity / ~ 3600000 tab /
Cepus Ne ' O06nem cepu " 3600000 Tab
Analytical RepOft No/ - 040002966298 Date of Analysis / . 16.06.2025
AnajguTHYeCKH oTueT No JlaTa ananusa
Date of Manufacture / . 05/2025 Date of Expiry / . 04/2027
JaTa npon3BoacTBa Tonen go
Mig. License No. / , MA number: / . JITI-N2(004669)~(PT-
TIponsBoacTBeHHAs : MNB/05/263 .

Homep PY RU)
Junen3usa Ne

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

Page 4 of 9/ Crp. 4 w39

OnHOpPOAHOCTL MACCHI

i.oo Test / IlokasaTennb Results / PesyabTaThl Specification / Hopma
3 Average weight / Cpennss 69.6 mg / 69.6 M 67.2 mg to 72.8 mg (70.0 mg + 4.0 %). /
Macca . Ot 67,2 mr go 72,8 Mr (70,0 mr £ 4,0 %).
Complies / CooTBeTCTBYET
Uniformity of weight / 18/20 tablets - not more than + 10 %;

2/20 tablets - not more than * 20 %. /
18/20 Tabnerok — He Oonee =+ 10 %;
2/20 TabneTok — He bonee + 20 %.

4 Disintegration time / 00 min 34 sec / 00 MuH 34 cex Not more than 3 min. / He 6onee 3 MuH.
PacnapaemocTtn
5 Dissolution / PactreBopeHne Unit-1/ Ta6n-1 100% | Not less than 75% (Q) of
R C15H13NO3'C4H11NO3 (ketorolac
Unit-2/ Tabn-2 100 % tromethamine) in 15 min. / He MeHee
Unit-3 / Ta6n-3 97% | 75% Q) CisHi3NO3*CsH11NO;s
. (keTopoJiaka TPOMETaMUH) uepes 15 MuH.
Unit-4 / Tabn-4 100 %
Unit-5 / Tabn-5 100 %
Unit-6 / Tabn-6 99 %

Remarks: The Product conformis to ND/
Tpumeuanwe: [TponyxT conTreTcTRYET TpeGoRaHUAM HII

Conclusion: APPROVED /
3axmoyenne; OJJOBPEHO

Prepared by /

IMonrorosneno: Pravesh Rana [ﬂ}

Checked by /
ITpoeepeno: Ramakant

e

Approved by: Manager/Executive /
Onobpeno: Menemkep / Pykosoautens
Amit Kumar A— A~

f —
/

Reprint Date /
Hara: 16.06.2025

Reprint Date /
Jara: 16.06.2025

Reprint Date /
Hara: 16.06.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4800 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLC0O04507

www.drreddys.com




Dr.Reddy’s Qf-

CERTIFICATE OF ANALYSIS

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

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

'Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
IIpoaykt: Keropon® Dxcnpecc (KeTopoJiak) Tab/ieTKH, IHCIEPrupyeMble B IOJOCTH PTa, 10 mr

Market / Poinok :Russia / Poccus
Batch No / - V2501178 Batch Quantity / 3600000 tab /
Cepus Ne ' Oo6nbem cepun " 3600000 Tab
Analytical Repovrt No / - 040002966298 Date of Analysis / . 16.06.2025
AHATHTHYECKHIT oTHeT No Jlata anannza
Date of Manufacture / - 05/2025 Date of Expiry / . 04/2027
JaTta npon3BoACTBa Togen oo
Mie. License No. / _ MA number: / . JITI-Ne(004669)-(PT-
IIpouzBoacTBeHHAasI : MNB/05/263 ,

Homep PY RU)
JuneH3us Ne

Analysis performed_;ccording ND: / Ananus nposenen mo HJ/L: JITI-Ne(004669)-(PT"-RU)-190224

Page50f9/Crp.5m3 9

JAucnepecHoOCTb

1;.00 Test / Iloka3aTenn Results / Pe3ynbTaThl Specification / Hopma
6 Particle size distribution / Complies / CooTBETCTBYET A uniform suspension passing through a

710 pm sieve is formed. / ObpazyeTtcs
ONHOpOJIHAS CYCTEH3US, [POXOAALIAs
CKBO3b CHTO C pPa3MepoM OTBEPCTHI
710 MKM.

7 Impurities / IIpumecu

1-hydroxy analog of
ketorolac: /

Below LOD (LOD = 0.0010 %) /
Huxe npenena obHapyxenus (I10 =

not more than 0.5 %; / ue Gonee 0,5 %,

Conepmal-me BOIbI

1-ruppokcuaHanor 0.0010 %)
KeTopoJnaka
1-keto analog of ketorolac / not more than 0.8 %; / ne 6onee 0,8 %;
1-keToaHanor KeTopoiaka 0.07%
unidentified impurity / not more than 0.5 %; / "e 6onee 0,5 %;
eAMHUIHAS 001%
HeuaeHTH(GUIHpOBaHHAs
[pUMECh
total impurities / 0.1% not more than 1.0 %. / ue 6oxnee 1,0 %.
cyMMa NpuMecen
8 Water content / 2.6 % Not more than 7.0 %. /

He 6onee 7,0 %.

Remarks: The Product conforms to ND/
Ipumerianme: ITpoaykr coorBeTcTByeT TpeboBaHMAM HIT

Conclusion: APPROVED /
3akmouenune: OJOFPEHO

Prepared by / ._
IMoarorosneHo: Pravesh Rana 3 (

)
.

Checked by /
ITporepeHo: Ramakant

by

Approved by: Manager/Executive /
Onobpeno: Menemxkep / PykoBogurens
Amit Kumar

N~

Reprint Date /
Jara: 16.06.2025

Reprint Date /
Jara: 16.06.2025

Reprint Date / '
Jarta: 16.06.2025

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: L85195AP1984PLCO04507
www.drreddys.com




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

@ e
Dr. Reddy,S ‘_... Vvill. Khol, Nalagarh Road, Baddi,

istt. ,H.P, 173 205, iNDIA
CERTIFICATE OF ANALYSIS DT,'f_T Sf‘"afﬂ% 5,,’3017 ey

CEPTUDUKAT AHAJU3A 0 oo O

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykr: Keropoa® Dkcnpece (keToposax) TabieTKH, AHCHEPrHpYeMble B MOJI0CTH pTa, 10 Mr

Market / PoiHoKk :Russia / Poccust

Batch No / . Batch Quantity / 3600000 tab /

Cepus Ne § V2501178 O6beM cepun " 3600000 Tab

Analytical Repourt No/ - 040002966298 Date of Analysis / . 16.06.2025

AHajuTHYecKHi oTyeT No JaTta ananu3a

Date of Manufacture / - 05/2025 Date of Expiry / - 04/2027

Jara npoun3BoacTsa Togen no

Mfg. License No. / . o

ITponsBoacTBeHHAst : MNB/05/263 MA DUmbeTEL, g e OEo02)R(EIE
Homep PY RU)

JIdeH3Hs1 Ne

Analysis performed according ND: / Anayu3 nposeaen nmo HJI: JITI-Ne(004669)-(PI'-RU)-190224 ]

Page 6 of 9/ Crp. 6 m3 9

" No

No Test / llokazaTenn Results / PeyabTaThl Specification / Hopma
9 Residual solvents / OcTaTouHble OpraHn4ecKHe pacTBOPHTEH
Isopropyl alcohol / 19 pg/tab / Not more than 350 pg/tab. /
HzonpomnaHon 19 mxkr B Tabnetke He 6Gonee 350 MKr B TabneTke.

10 | Microbiological purity*/ Mukpo6uosornueckas uncrora*

Total Aerobic Microbial NA not more than 10* CFU/g; /
Count / ob1liee 4ucno He 6onee 10° KOE/r;
a3poOHBIX MUKPO-
OpraHH3MOB

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

mold count / obLuee YHuCIO He 6onee 102 KOE/r;

JPOXOKEBBIX M NNIECHEBBIX

1puluos

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

11 Uniformity of dosage units / 5.8 Acceptance value (4V) not more than
OaHOpOAHOCTDL 15.0 INokazaTens npueMneMocTu (A V)
O03UPOBAHHLIX eAHHHUI] nopkeH ObITh He Gonee 15,0.

Remazks: The Product conforms to ND/ Conclusion: APPROVED /
[Tpumeyanue: IIpoaykr cootseTcTBYET TpeboBaHusaM HI 3akawyenue: OJJOBPEHO
Prepared by / 1| Checked by / Approved by: Manager/Executive /
IMoarorosieno: Pravesh Rana / [MporepeHo: Ramakant OnobpeHo: Menemxkep / PykoBoaurenb

@» N Amit Kumar (=

* e /\/ _—

Reprint Date / Reprint Date / Reprint Date/ Y
Hara: 16.06.2025 Hata: 16.06.2025 Jarta: 16.06.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: 491 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLC0O04507
www.drreddys.com
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CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories Lta.

Forrnuiation Unit-6
Vill. Khol, Nalagarh Road, Baddi,
Dictt. Solan, H.P,, 173 205, iNDIA

~ P o T e U
il vIL Zoluu DvuuLTwe

CEPTUDUKAT AHAJIM3A
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Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Tpoaykr: Keropoa® Jkcnpece (keToposiak) TabJeTKH, JHCIIeprupyemMbie B 10.10¢TH p1a, 10 mr

Market / Poinok :Russia / Poccus _

Batch No / - V2501178 Batch Quantity / 3600000 tab /

Cepusa Ne ' O6bem cepun ' 3600000 Tab

Analytical Repovrt No/ . 040002966298 Date of Analysis / . 16.06.2025

AHanuTndyeckuii oryer Ne JaTa ananusa

Date of Manufacture / - 05/2025 Date of Expiry / - 04/2027

JaTa npon3BoacTBa T'oaen oo

Mfg. License No. / .

IIpon3BoacTBenHas : MNB/05/263 MA number: / : JII-Ne(004669)-(PT-
Homep PY RU)

JHIEH3H Ne

Analysis performed according ND: / Ananu3 npoeexex mo HJI: JITI-Ne(004669)-(PI'-RU)-190224

Page 70f9/Crp. 7u3 9

Onncanue ynakoBkH

(PA/AL/PE with
desiccant/HDPE) foil // (PE/AL)
foil. 2 blisters with patient
information leaflet in a carton
pack. / Ilo 10 Tabnetok B
onucrepe u3z ([TA/AJVIID ¢
BnaronoraotuteneM/I19BIT)
tdomeru // (II3/AJ1) doneru. Io
2 GnucTepa BMECTE C JIUCTKOM-
BKJIa[IbIIIEM B nayKy
KapTOHHYIO.

i.? Test / [lokasaTennb Results / PesyabTaThl Specification / Hopma
12 Assay / KonnuyecTBeHHOE 10.1 mg/ 10.1 mr From 9.0mg to 11.0 mg of
onpeaesieHue (101.2 %) Ci1sH;3NO3*C4H(NO; (ketorolac
tromethamine) (from 90.0 to 110.0 % of
the label claim) per tablet. / Ot 9,0 Mr no
1 1,0 MT C15H13NO3‘C4H1 [NO3
(ketoponaka TpomeramuH) (ot 90,0 no
110,0 % oT 3asiBNEHHOr0 KOJIUYECTBA) B
TabneTke.
13 Butylhydroxyanisole 0.0959 mg/tab / Not less than 0.042 mg/tab. /
content / CoxepsraHue 0.0959 mr B Tabnerke He menee 0,042 mr B TabneTke.
OYTHIITHAPOKCHAHH30J12
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. / Ilo 10 TabneTok B
6nucrepe u3 (TTA/AJI/TID (v
snaronorinotuteneM/I19BIT) donsrun //
(II5/AJT) ¢onera. ITo 1 unu 2 6nucrepa
BMECTE C JINCTKOM-BKJAIbIIIEM B MauKy
KapTOHHYIO.

Remarks: The Product conforms to ND/
[Ipumeuanue: Ilpoaykt cooteTcTBYET TpeboBanmsam HJL

Conclusion: APPROVED /
3axmouenune: OJJOGPEHO

Prepared by /

)
IToarorosneno: Pravesh Rana l

{8

Checked by /
[poeepeHo: Ramakant

e

Approved by: Manager/Executive /
OnobpeHo: Menemxep / PykoBogutens
Amit Kumar

[ V-

-

N——
L]

Reprint Date /
Hara: 16.06.2025

Reprint Date /
Jara: 16.06.2025

Reprint Date /
Hara: 16.06.2025

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@direddys.com

CIN: L85195AP1984PLC0O04507
www.drreddys.com




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

DI'. Red dY’S ‘... vill. Khol, Nalagarh Road, Baddi,

Distt. Solan, H.P., 173 205, INDIA
CERTIFICATE OF ANALYSIS - o\ '010c 56001 02
CEPTU®UKAT AHAJIM3A .y drreddys.com

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

IpoaykTt: Ketopoa® Jxcnpece (keTopoaak) Tab/leTKH, AUCIeprupyemble B MoJocTi pra, 10 mr

MarKket / Poinok :Russia / Poccus

Batch No / - V2501178 Batch Quantity / 3600000 tab /

Cepus Ne ' O0Bem cepHH " 3600000 Tab

Analytical Repourt No/ - 040002966298 Date of Analysis / - 16.06.2025

AHanuTHYecKHii oTdeT No HaTta ananu3a

Date of Manufacture / - 05/2025 Date of Expiry / - 04/2027

Jara npounzBoacTea T'onen go

Mfg. License No. / . .

HpounszsoacTeennas : MNB/05/263 ANIA Bummbetch g <L 0466= (P
Homep PY RU)

JHneH3Hst No

Analysis performed according ND: / Auanu3s nposeaen mo HJI: JII-Ne(004669)-(PT-RU)-190224

Page8 of 9/ Ctp. 8 m3 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.
* TIpu BBINYCKE JIEKAPCTBEHHOTO MpenapaTa KOHTPOJIL KauecTBa 1o nokasaresio «Mukpobuonoruyeckas
YUCTOTA» NPOBOAUTCS A Kakaoi 20-0if cepuH, MM AJIA OOAHOH CePHH B roll, B 3aBUCHMOCTH 0T TOr'0, 4TO
HACTYIUT paHblle.

API name / HaumenoBanne ADC: | Ketorolac tromethamine / Keroponaka TpomeTaMuH
INN/MHH: Ketorolac / Keroponak

API manufacturer batch number / ABSHO01016

Homep cepnn npoussoanTtens APC:

FP Manufacturer API Batch number /

Homep cepHH cyGcTAHIMH NPOH3BOAHTEIA FESA00165

TJId:

API Manufactured by & country / Dr. Reddy's Laboratories Ltd., India /
[poussogurens ADC, crpana: H-p Pennu'c Jlaboparopuc JIta., Munus

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
site / MNB/05/263) /

HamnMeHoBaHHe, agpec, JHUEH3HA NI J-p Pennu’c Jla6oparopwuc Jitn., Unpus, [IpouzBoacTBeHHOE
IIpouseoacTBenHasn nuaomanka / Iliiomagka noapasaeneHue-6, Bumn. Kxons, Hanarapx Poyn, bamau, JIucTpukr
KOHTpoJA KauecTBa / [Lnomaaka Beimycka Comnan, X.I1., 173205, Unaus (mmuen3us Homep MNB/05/263)

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

Remarks: The Produet conforms to ND/ ‘Conclasion: APPROVED /

IMpunmeuanue: [poaykr cooTreTcTRYET TpebGoBanuam HJT 3aknouenue: QAOBPEHO

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

IMoaroroeneso: Pravesh Rana // | INposepeno: Ramakant Onobpeno: Menemxep / PykoBoautesns
{ %Uﬂ\ Amit Kumar A

Reprint Date / Reprint Date / Reprint Date /

Hara: 16.06.2025 Hara: 16.06.2025 Hara: 16.06.2025

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: L85195AP1984PLC0O04507
www.drreddys.com




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

@
Dr. Reddy,s ‘;. vill. Khol, Nalagarh Road, Baddi,

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

e e oy TS
Q4oL USile sy LTy

CEPTU®UKAT AHAJM3A o oo oo

Product : Ketorol Express (ketorolac) Orally Disintegrziting Tablets 10 mg |

Ipoaykr: Keropoa® Jkcnpece (keTopoJak) Tab1eTKH, AHCHeprHpyeMble B 10J0CTH pra, 10 mr

Market / Poinok :Russia / Poccus

Batch No / V2501178 Batch Quantity / 3600000 tab /

Cepus Ne ' O0bem cepHH " 3600000 Tab

Analytical Repourt No/ . 040002966298 Date of Analysis / - 16.06.2025

AHajguTHYecKHi oTyeT Ne Marta ananu3za

Date of Manufacture / - 05/2025 Date of Expiry / . 04/2027

JlaTa npou3BoacTBa Tongen oo

Mfg. License No. / ) o

IlpousBoacTeennas : MNB/05/263 MU BT beR g NS (U662)2(ENE
Homep PY RU)

auuen3nst Ne

Analysis performed according ND: / Auanu3 nposexen mo HJI: JII-Ne(004669)-(PI'-RU)-190224 ]
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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/II049eHHe 0 COOTBeTCTBHH: «HAacTOSmUM s TOATBEPIKIA0, YTO IPUBEACHHAs BhIUIE HHQOPMALHA ABIAETCS
JOCTOBEPHOM M TOYHOM. DTa cepus MPOAYKIMH MpOU3BeleHa (BKJIFOYas YHNAKOBKY (MapKHPOBKY) M KOHTPOIb
KadecTBa) HA BBHIUCYKA3aHHOM MPOM3BOACTBCHHOM IUIOINanke (IUIOMIANKAaX) B IIOJHOM COOTBETCTBHH C
TpeGoBanusMH [IpaBui Hajuiexauleif MPOH3BOACTBEHHON NMPaKTHKH EBpa3sHMHCKOro 3KOHOMHYECKOTO coro3a (Ne
GMP/EAEU/RU/00554-2022 ot 02 cenTs16ps 2022) 1 TpeOOBaHUAMHI KOHTPOJIA KaYeCTBA IEKAPCTBCHHBIX CPE/ICTB,
a TaK)Xe B COOTBETCTBHH CO CIeNU(UKAMUAMEU, COAEPKAUMHCI B PETUCTPALIMOHHOM J0CHE CTPaHbI-AUMIIOPTEpa.
3anucH [0 IPOU3BOJICTBRY, YIIAKOBKE H aHATH3Y IIPOBEPCHBI, U YCTAHOBJICHO HX COOTBETCTBHE TpeboBaHuaM [IpaBuit
HaJJIeXxalei Mpou3BOACTBEHHOM MPaKTUKU EBpazniickoro 3k0HOMHUYECKOTO COIO3a.

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

IMpumeuanue: [IpoaykT cooTBeTcTBYeET TpeboBanuam HJI 3axnouenne: OJOBPEHO

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

IMoarorosneno: Pravesh Rana IMpoeepeno: Ramakant Onobpeno: Menemxep / PykoBoauresib
1 @“W Amit Kumar . — b=

Reprint Date / Reprint Date / Reprint Date / '

Jarta: 16.06.2025 Jara: 16.06.2025 Jarta: 16.06.2025

Registered Office: 8-2-327, 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




