Dr.Reddy’s ":‘

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

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

CERTIFICATE OF ANALYSIS _ "0 00 e o)

CEPTUO®UKAT AHAJIM3A

www.drreddys.coimn

Product : Ketorol Express (ketorol;c) Orally Disintegrating Tablets 10 mg

Ipoaykt: Keropoa® Ixcnpecc (keTopoaak) TabieTKH, AHCNeprupyemMble B MoJ10cTH pra, 10 Mmr

Market / Poinok :Russia / Poccust

Batch No / _ Batch Quantity / 3600000 tab /

Cepus Ne ENEes O6Bem cepuu " 3600000 Tab

Analytical Repo:’t No/ - 040002929343 Date of Analysis / . 13.05.2025

AHajuTHYecKH#H oTueT Ne JlaTa ananau3za

Date of Manufacture / . 04/2025 Date of Expiry / - 03/2027

Jarta npon3BoacTBa o - Iogen fo _

Mfg. License No. / ) .

IIpousBoacTBEHHAs : MNB/05/263 RSO g UIsI SO (RIS
Homep PY RU)

JIHmeH3ust Ne

_Analysis performed according ND: / Anasin3 nposeaen no HJI: JITI-Ne(004669)-(PI'-RU)-190224

Page10of9/Cyp.1u39

| No ; :
No Test / [Nokazatennb Results / PesyabTatsl 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. / Kpyrabie
side. / Kpyrasie niockue niaockue Tabnerku ¢ ¢ackoii, crerno-

' TadneTKH ¢ GacKoH, CBETI0- JKENTOro 1BEeTa C rpaBUpPOBKOH «l» Ha

! JKENTOrO LBETA C TPaBUPOBKOM OIHOi CTOPOHE.

i «l» Ha OfHOH CTOpPOHE.

| 2 Identification / UpenTudurxauus

Ketorolac / Kemoponak

Complies / CooTBeTCTBYET

UV spectra of the test solution and
ketorolac tromethamine standard solution
should have peaks at the same wavelength
(= 2nm). / YO-cnekTpbl NOrNOLIEHUSA

HCIBITYEMOrO  pacTBOpa M pacTBopa
CTaHIAPTHOTO  obpa3ua  KeTopoJaka
TpOMETaMHHa AOJDKHBI UMeTb

MaKCHUMYMbI IPH OAHOM W TOU ke UTMHE
BOJTHBI (& 2 HM).

Remarks: The Product conforms to ND/
ITpumeuanue: IIponykT coorsercTByeT TpeboBanusam HJI

Conclusion: APPROVED /
Zaxmouenne: OJOBPEHO

Prepared by /
[ToarorosneHo: R@l:‘l:&t\

\ /

Checked by /

¢

=

IIposepeHo: Pardeep Kumar

Approved by: Manager/Executive /
OnobpeHo: Menemxkep / PykoBoauTeitb

Amit Kumar e

Reprint Date /
Hara: 15.05.2025

Reprint Date /
Jara: 15.05.2025

Reprint Date /
Hara: 15.05.2025

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: 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

CEPTUO®UKAT AHAJIN3A

www.drreddys.coim

Product : Ketorol E_xpress_(kegrolac) Orally Disintegrating Tablets 10 mg
Mpoaykr: Keropoa® Yxenpece (keTopoaax) TabileTsu, Aucneprupyevblie B HoJ0cTH pra, 10 mr

Market / Peinok :Russia / Poccus
Batch Neo / . Batch Quantity / ~ 3600000 tab /
Cepus Ne - V2500889 O6nem cepun " 3600000 Tab
Analytical Repourt No/ - 040002929343 Date of Analysis / - 13.05.2025
AHauTHYeCKH# oTyeT Ne JlaTa anaau3za
Date of Manufacture / - 04/2025 Date of Expiry / . 03/2027
Jarta npou3BOACTBA Toaen go
Mfg. License No. /
IIpon3BoacTBeHHAs : MNB/05/263 MA number: / : el Sl |
Homep PY RU)
aunensus Ne

Analysis performed according ND:

/ Anaan3s nposenen no HJI: JITI-Ne(004669)-(PT-RU)-190224

iNo

l_ No Test / [TokaszaTennb

Results / PesyabTaThl

Page20f9/Crp.2u39

Specification / Hopma

|
|
1

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 ynepxurBaHUA
OCHOBHOTO TMNHKAa HA XpomarorpammMe
UCTILITYEMOTO pacTteopa JIOJTKHO
COOTBETCTBOBATH BPEMEHWN YINEPKHBAHWA

OCHOBHOI0 [MuKa Ha XpomaTorpamme
pacTBopa CTaHAapTHOIO obpasua
KeToposnaka  TpoMmeTaMuHa  (paszen

«KonuyecTBeHHOE OMpeeNeHHE»).

Remarks: The Product conforms to ND/

[Tpumeuanue: [Tpoaykt cooTBeTCTBYET TpeOGoBaHHsM HJJ

Conclusion: APPROVED /
3axmouenune: OJIOBPEHO

Prepared by /
IToarorosneno: Ramakant

Quhul

Checked by /
IIpoeepeHo: Pardeep Kumar

=l

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

] A
Amit Kumar /\//,

Reprint Date /
Jara: 15.05.2025

Reprint Date /
Hara: 15.05.2025

Reprint Date/ !
Jlara: 15.05.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hilis, Hyderabad - 560034, Telangana, India
Tel: +91 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-5

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

CEPTUOPUKAT AHAJIM3A

Tel : +91 98166 56001-02

www.drreddys.coim

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
TIpoayxt: Ketoposn® Dkcnpecc (keTopo.ak) TabJieTkH, AHCIeprupyembie B 11010CTH pra, 10 Mr

Market / Poinok :Russia / Poccus
Batch No / , Batch Quantity / 3600000 tab /
Cepus Ne - V2500889 O6bem cepun " 3600000 Tab
Analytical Repovrt No/ - 040002929343 Date of Analysis / . 13.05.2025
| AHQJIMTHYECKHH oTHeT Ne Hata anajiusza
Date of Manufacture / - 04/2025 Date of Expiry / . 03/2027
JlaTa npon3BoacTBa Topen no
Mfg. License No. / _ MA number: / . JIMI-N2(004669)-(PT -
IIpousBoacTBeHHan : MNB/05/263 :
Homep PY RU)
Jnuenzus Ne

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

Page3of9/Crp.3 139

No |
.N".’|

Test / [lokazaTennb ' Results / PesyabTarsl

Specification / Hopma

Butylhvdroxyanisole / Complies / CooTBeTCTBYET
Bymuncudporcuanuzon

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
yAEPKUBAHUA NUKOB
2-0yTUNTUAPOKCHAHU30MA U
3-0yTUNrMAPOKCHAHU30Ma Ha

XpoMarorpaMme HUCTNbLITYEMOr0o pacTBoOpa
JAOJIKHbI COOTBECTCTBOBATH BpEeMEHaM

yIaepKUBAHUS NHKOB
2-0yTUNrMApPOKCHAHU30Na H
3-OyTunruapokcHaHu3ona Ha

XpomarorpaMmme pacTBopa CTaHIapTHOrO |
o0pasua OyrTunruapokcuaHusona (pasien
«ConepxaHue
OYyTUATHAPOKCUAHH30a»).

Remarks: The Product conforms to ND/
ITpumeuanue: [Ipoaykt cooTBeTcTBYET TpeboBanusam HJI

Conclusion: APPROVED /
Zakiawuenne: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[ToarorosneHo: Ramakant [MpoeepeHo: Pardeep Kumar | Ono6peno: Menemxep / PykosoauTens
' Amit Kumar A
Bt = e
Reprint Date / ‘ Reprint Date / Reprint Date /
Hara: 15.05.2025 Hara: 15.05.2025 Hara: 15.05.2025

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
CIN: L85195AP1984PLC0O04507
www.drreddys.com

: mail@drreddys.com




Dr. Reddy's Laboratories Ltd.

Qe . .
9 & Formulation Unit-5
Dr' Reddy s ‘,.. Vill. Khol, Nalagarh Road, Baddi,

Distt. Solan, H.P., 173 205, INDIA
CERTIFICATE OF ANALYSIS Tl . 191 93166 5500102

CEPTU®UKAT AHAJIU3A  w drreddys.com

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Mpoaykt: Keropon® Dxenpece (keToposiak) TabjIeTKH, AHCIIeprHpyeMEie B ojiocTh pra, 10 Mr

Market / Poinok :Russia / Poccus B
Batch No / - Batch Quantity / 3600000 tab /
Cepusa Ne §VERnes Oo6nem cepun " 3600000 Tab
Analytical Repovrt No/ . 040002929343 Date of Analysis / . 13.05.2025
AHATMTHYECKHH 0T49eT Ne Hara anannsa
Date of Manufacture / - 04/2025 Date of Expiry / - 03/2027
/laTa npon3BoACTBA I'onen no o
Mfg. License No./ . Y
IIpon3BoacTBeHHAas : MNB/05/263 BTA number: 4 : UL ) L
Homep PY RU)
JIHIeH3Hs Ne

Analysis performed according ND: / Ananns nposeaen no HJL: JIII-Ne(004669)-(PT -RU)-190224
Page 4 0f 9/ Crp. 4 u3 9

No

No Test / MNokasaTean ! Results / PesynbTaTnl Specification / Hopma
3 Average weight / Cpeaunss ' 69.1 mg/69.1 mr 67.2 mg to 72.8 mg (70.0 mg = 4.0 %). /
macca ) Ot 67,2 mr po 72,8 mr (70,0 mr + 4,0 %).
Complies / CooTBeTCTBYET
Uniformity of weight / 18/20 tablets - not more than = 10 %;
OoHOPOAHOCTH MACChl 2/20 tablets - not more than + 20 %. /
|. 18/20 Tabnerok — He Oonee = 10 %;
Il 2/20 Tabnerok — He donee = 20 %.
4 Disintegration time / |00 min 20 sec / 00 mun 20 cek Not more than 3 min. / He 6onee 3 MuH.
Pacnapaemocthb
5 Dissolution / Pacreopenne Unit-1/ Ta6n-1 99 % Not less than 75% (Q) of
. C\sH13NO3+C4H(i1NO; (ketorolac
Umitoy SFaonie 28 o tromethamine) in 15 min. / He menee
Unit-3 / Ta6n-3 98 % 75 % Q CisHi3NO3C4HiNO;3 |
. (keTopoJaka TPOMETAMMH) Hepe3 15 MuH.
Unit-4 / Ta6n-4 102 %
Unit-5 / Tabn-5 100%
Unit-6 / Ta6n-6 100%
Remarks: The Product conforms to ND/ Conclusion: APPROVED /
[Tpumeuanue: [TpoaykT cootBercTByet Tpebosannsam HJI 3akmouenne: OJJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[Toaroroeneno: Ramakant IMposepeHo: Pardeep Kumar | Ono6peno: Menemxep / Pykosoauresns
Amit Kumar A
s ol — Ao
Reprint Date / Reprint Date / Reprint Date /
Hata: 15.05.2025 Jara: 15.05.2025 Jara: 15.05.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4300 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-5

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
Tel:+01 98166 56001-02

CEPTUO®UKAT AHAJIU3A

www.drreddys.com

|Procﬁct : Ketorol Express (keton%lac) Orally Disintegrating Tablets 10 mg

Ipoayxr: Keropon® Jkcnpece (keTopoak) Taberks, AMcneprupyemMele B MoJ10cTH pra, 10 mr

| Market / Puinok :Russia / Poccus
Batch No / . Batch Quantity / 3600000 tab /
Cepust Ne - V250088_9 - O6bem cepun " 3600000 Tab
Analytical Repourt No/ - 040002929343 Date of Analysis / - 13.05.2025
AHaJTUTHYECKHH oTueT Ne JaTa anannsa
Date of Manufacture / - 04/2025 Date of Expiry / - 03/2027

| TaTa npousBoacTBa Iogen xo -

| 1;1“%}1];;?];?31::1;;” : MNB/05/263 Masnumgbers, 5 TN (004669)-(PT™

presnod ‘ | Homep PY " RU)

| mumeHsus Ne

| Analysis performed according ND: / Anasin3 nposeaen no HJI: JITI-Ne(004669)-(PT-RU)-190224 -

Page Sof 9/Ctp.5n39

N —
Noo Test / [Toka3zaTens Results / PesyabTaTthl Specification / Hopma
6 Particle size distribution / Complies / CooTBeTCTBYET A uniform suspension passing through a
JAucniepcHOCTb 710 um sieve is formed. / Obpazyercs
ONHOPOJHAS CYCMEH3Ms, NpPOXOIALLas
CKBO3b CHTO C pPa3MepPOM OTBEPCTHH
710 MKM.
7 Impurities / I'lpnmeEn
1-hydroxy analog of Below LOQ (LOQ =0.032 %) / | notmore than 0.5 %, / He donee 0,5 %;
ketorolac: / Huske mpenena KONMYECTBEHHOTO
1-runpokcuaHanor onpenenenus (TTKO = 0.032 %)
KeTopoJsiaka
1-keto analog of ketorolac / 0.04% not more than 0.8 %; / He 6onee 0,8 %;
1-keToaHanor KeToponaka
unidentified impurity / 0.02% not more than 0.5 %; / He 6onee 0.5 %;
eNHHUY HAs ‘
HEeHIEHTH(HLUPOBaHHAsA
npuUMech
total impurities / 0.1% not more than 1.0 %. / e Gonee 1,0 %.
cymma npumeceit
8 Water content / 2.6 % Not more than 7.0 %. /
CoaepkaHue BOABI He Qonee 7,0 %.

Remarks: The Product conforms to ND/
Ipumeuanue: [TpoaykT cooTBeTcTBYET TpeboBanmsam HJJ

Conclusion: APPROVED /
Zaxmouenne: OOBPEHO

Prepared by / Checked by /
[Moarorosneno: Ramakant

[Tposepeno: Pardeep Kumar

Approved by: Manager/Executive /
Onobpeno: Menemxep / PykoBoaurens
Amit Kumar ,L/

e

Balud
Reprint Date / '

Jara: 15.05.2025

Reprint Date /
Hara: 15.05.2025

Reprint Date / ¥
Jara: 15.05.2025

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 ":".

CERTIFICATE OF ANALYSIS

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

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

[aXnle Na¥ ol affay 1_N"D

Tel : +51 361606 56001-02

CEPTU®UKAT AHAJIM3A  ,\yw.drreddys.com
|' Product : Ketorol Express (ketorolac) Orally Disintegr;ti_ng Tablets 10 mg ]
| Mpoayxr: Keropon” 3kenpece (keropoak) TabieTkn, JHCHEPIHPYEMbI¢ B MOJIOCTH pra, 10 Mr
LMarket / PoiHOK :Russia / Poccus
' Batch No / _ Batch Quantity / 3600000 tab /
Cepus Ne f 200080 Oo0bem cepun " 3600000 Tab
Analytical Repog‘t No/ - 040002929343 Date of Analysis / - 13.05.2025
Anajiuradyeckni oruer Ne JlaTa anau3za
Date of Manufacture / - 04/2025 Date of Expiry / - 03/2027
/laTa npoM3BoJCTBA T'onen g0 _
| Mig. License No. / | MA number: /  JIII-Ne(004669)-(PT-
IIpouzpoacTBeHHAR : MNB/05/263 :
Homep PY RU)
JIHLeH3HsT No
| Analysis performed according ND: / Anasinz nposeaen mo HJI: JITI-Ne(004669)-(PI'-RU)-190224

Page 6 of 9/ C1p. 6 u3 9

i.: Test / [loka3zaTennb | Results / PesynbTaThl Specification / Hopma |
9 Residual solvents / OcTtaTouHble OPraHu4ecKHe PacTBOPUTEIH

Isopropyl alcohol / 10 pg/tab / Not more than 350 pg/tab. /

H3onponaHon 10 mkr B Tabnertke He 6onee 350 mkr B TabneTke.

10 Microbiological purity*/ Mukpoouoaoriyeckas uncrora*®

Total Aerobic Microbial
Count / o0tee yucno

| not more than 10° CFU/g; /
| we 6onee 10° KOE/r: '

OaHOpPOAHOCTDL
JA03MPOBAHHBIX €IUHHL

o NA
a3pOOHBIX MUKpO-
OpraHu3mMoB
Total Combined Yeast and not more than 10* CFU/g; /
| mold count / 06mee qucio NA ne 6onee 10° KOE/r;
JPOMCKEBBIX U TIIECHEBBIX
rpubos
Escherichia Coli NA | shell be absent in 1 gram. /
OTCYTCTBUME B 1 T
11 Uniformity of dosage units / 35 Acceptance value (4V) not more than

15.0 TlokasaTenb npuemaemoctu (A1)
nosmkeH ObITh He Oosnee 15,0.

Remarks: The Product conforms to ND/
Tpumeuanwue: [poaykr cooTBeTcTBYET TpeboBaHusam HJI

Conclusion: APPROVED /
3axmouenue: OJJOBPEHO

Jarta: 15.05.2025

Jara: 15.05.2025

Prepared by / Checked by / Approved by: Manager/Executive /
IloarorosseHo: Ra&kamt_ I[Mpoeepeno: Pardeep Kumar | Onobpeno: Menenxep / Pyxosoauresnb
4 N ; Amit Kumar v
‘\\LE/ Clv[’f /\//
Reprint Date / Reprint Date / Reprint Date /

Jara: 15.05.2025

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

CIN: L85195AP1984PLC004507
www.drreddys.com




Dr.Reddy’s ‘f‘

CERTIFICATE OF ANALYSIS

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

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

oo Conn N0

CEPTUOUKAT AHAJIU3A

Tei:+51 961060 5600102
www.drieddys.com

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

Hpoaykr: Keropon® Jxenpece (KeTopo.iak) Ta6/ieTKH, AHCHEPTHPYeMbIe B M0JIOCTH pTa, 10 mr

Market / PoiHOK :Russia / Poccna
Batch No / ) Batch Quantity / 3600000 tab /
Cepnsa Ne ) V2500889_ - O6nem cepun " 3600000 Tab !
Analytical RepO“rt No / . 040002929343 Date of Analysis / . 13.05.2025 ‘
AHauTHYeCKHii oTyeT Ne Jara ananunsa !
Date of Manufacture / - 04/2025 Date of Expiry / - 03/2027 |
Hdata npou3BoacTBa - I'oxeHn 1o .
BHE EicensoRNey/ _ MA number: /  JIT-Ne(004669)-(PT - |
Ipon3BoacTBEeHHAN : MNB/05/263 .
Homep PY RU)
JuneH3ns Ne

Analysis performed according ND: / Auasus nposeaen no H: JIII-Ne(004669)-(PI'-RU)-190224

Page70f9/Crp. 7n3 9

. 1}:’ Test / [Moka3aTens Results / Pe3ysibTaTh! Specification / Hopma
‘ 12 Assay / KonudecrBeHHoe 10.0 mg/ 10.0 mr From 9.0 mg to 11.0 mg of ‘
onpenejeHue (99.7 %) C5H3NO3C3H | INO; (ketorolac
i tromethamine) (from 90.0 to 110.0 % of |
the label claim) per tablet. / Ot 9,0 mr a0
| 11,0 mr C1sH13NO3*C4H [ NO; ‘
[ . .
. (keToponaka TtpometamuH) (ot 90,0 no |
[ 110,0 % oOT 3aABNEHHOTO KOJMYECTBA) B |
: TabneTke. :
13 Butylhydroxyanisole 0.0930 mg/tab / Not less than 0.042 mg/tab. /
content / CoxepxaHue 0.0930 mr B TabneTke He menee 0,042 mr B TadneTke,
Oy THJIrMAPOKCHAHU30J1a
14 | Package description / 10 tablets in a blister of | 10 tablets in a blister of (PA/AL/PE with |
OnucaHie YNIAKOBKH (PA/AL/PE with | desiccant/HDPE) foil // (PE/AL) foil. 1 or

desiccant/HDPE) foil // (PE/AL)
foil. 2 blisters with patient
information leaflet in a carton
pack. / Tlo 10 TabGnerok B
oauctepe w3 (ITA/AJI/TID ¢
snaronornotutenem/[I12BIT)
donbru // (I13/AJT) donbru. Ilo
2 dnucrepa BMECTE C JIMCTKOM-
BKJIA/IblILIEM B nauxy
KapTOHHYIO.

2 blisters with patient information leaflet
in a carton pack. / [To 10 TadneTok B
onucrepe u3 (IMA/AJI/TID c
snaronoriaotutenem/I13BIT)  doabru //
(TI3/AJT) donsru. o 1 unmu 2 6nucrepa
BMECTE C JIMCTKOM-BKJIAAbIILIEM B MAyKy
KapTOHHYIO.

Remarks: The Product conforms to ND/

[Npumeuanue: [TpoaykT cootsercTByeT Tpeboanusim HJ

Conclusion: APPROVED /
Zaxmouenne: OJJOBPEHO

Prepared by /
IMoarorosneno: Ramakant

St

Checked by /
Ilposepeno: Pardeep Kumar

Approved by: Manager/Executive /
OnobpeHo: Menemxep / PykoBoaurelib
Amit Kumar A

/\//

Reprint Date /
Hara: 15.05.2025

Reprint Date /
Hara: 15.05.2025

Reprint Date/ !
Hara: 15.05.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hilis, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: LR5195AP1984PLCO04507

www.drreddys.com




Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS

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

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

CEPTH®HKAT AHAJIH3A

www.drreddys.com

"Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg R
Ipoaykr: Keropoa® Jxcnpece (keToposak) TabaeTKH, AHCIEPrUpYeMbIe B 1I0I0CTH P12, 10 mr -
Market / Poinok :Russia / Poccust
Batch No / _ Batch Quantity / 3600000 tab /
Cepnsa Ne Vot O6bem cepun " 3600000 Tab
Analytical Repourt No/ - 040002929343 Date of Analysis / . 13.05.2025
AHaJIHTHYecKH# oT4deT No | laTa anaiuza N
Date of Manufacture / . 04/2025 Date of Expiry / . 03/2027

| [laTa npon3BoACTBA Toaen po -
Mfg. License No./ A .

| Ilpon3BoacTBEHHAS : MNB/05/263 D g JIL-Ne(004669)-(PT-

Homep PY RU)
| aunensus Ne -
| Analysis performed according ND: / Ananus nposeaen no HJI: JITI-N2(004669)-(PT'-RU)-190224

Page8of 9/Crp. 8u3 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 BBINyCKE JIEKAPCTBEHHOI0 Npenapara KOHTPO/Ib KayecTsa Mo nokasateo « VInkpoduooruyeckas
YHCTOTA» MPOBOANTCH AJIs Kaxkaoit 20-0if cepuu, WK A5 OAHOH CEPHH B rOj, B 3aBUCUMOCTH OT TOT0, YTO

HACTYNUT paHbiLe.

API name / HaumenoBauue A®C:

Ketorolac tromethamine / Ketoponaka TpoMeTaMHUH

INN / MHH:

Ketorolac / Ketoponax

API manufacturer batch number /

Homep cepun nponspoautens A®C: ABRHNIITHS
FP Manufacturer API Batch number /
Homep cepun cyGcTAaHIHH NPOA3BOHTENS FESA00033

I'Jid:

API Manufactured by & country / )
Iponssognrens APC, cTpana:

Dr. Reddy's Laboratories Ltd., India /
I-p Peanu'c Jlaboparopuc JIta., Muaus

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

Haunmenopaunue, anpec, JHIEH3HA 1A
IIpousBoacTeenHas maomanaka / [lnomagxa
xouTpoJn kauecTsa / Ilnomaaka 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 Penau’c Jlabopatopuc JIta., Mnaus, [IponseoacteenHoe
noapasaenenre-6, Bunn. Kxons, Hanarapx Poyn, bannu, Jluctpukr
Conan, X.I1,, 173205, Uuaus (1nuensus Homep MNB/05/263)

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

Remarks: The Product conforms to ND/

ITpumeuanne: [IpoaykT coorBeTcTBYET TpeboBanusam HJI

Conclusion: APPROVED /
Zakmouenne: OJOGPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[Toarorosneno: Ra akant\\ [Iposepeno: Pardeep Kumar | Onobpeno: Menemxep / Pykooautens
4 ; Amit Kumar e
@P‘\*Ll*if’ of/;— /\(“/
Reprint Date / ' Reprint Date / Reprint Date/
Jara: 15.05.2025 Jara: 15.05.2025 Jara: 15.05.2025

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.
Formulation Unit-6

e
Dr- ReddY’S ‘_‘.. Vill. Khot, Nalagarh Road, Baddi,

Distt. Solan, H.P., 173 205, INDIA
CERTIFICATE OF ANALYSIS el - 191 98166 56001-02

(R

CEPTHU®UKAT AHAJM3A 0 cie om

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

Mpoaykr: Keropoa® Jxcenpece (keTopos1ak) TabieTKH, THCIIEPrupyemMblie B MOI0CTH PTa, 10 mr

Market / PoiHok :Russia / Poccns ] -
Batch No / . Batch Quantity / 3600000 tab /

Cepusn Ne V2500889 O0bem cepan " 3600000 Tab
Analytical Repo:‘t No/ . 040002929343 Date of Analysis / . 13.05.2025
AnagHTavyecknii oruer Ne JlaTa aHau3a

| Date of Manufacture / - 04/2025 Date of Expiry / . 03/2027
JaTta npon3BoACTBA I'ogen a0 -

| Mfg. License No. / . .

| [Ipou3BoaCTBEHHAS : MNB/05/263 Rl number: ¥ : Ll LUy L

Homep PY RU)

JIneH3us Ne
Analysis performed according ND: / Anauus nposeaen mo HJI: JITI-Ne(004669)-(PT-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».

3akoueHHe 0 cooTBeTcTBHM: «HacTosmum s MOATBEPXKaK0, 4TO NIPUBEACHHAS BblIE HHYOPMAIIUS SBJIACTCS
JIOCTOBEPHOM M TOYHOM. DTa CepHs MPOAYKUHM NPOM3BEACHa (BKJIOYAS YNAKOBKY (MapKHPOBKY) M KOHTPOJb
KadecTBa) HA BHIIIEYKA3aHHOM IMPOM3BOACTBCHHOM IUTOmazake (IUIOMAAKax) B IOJHOM COOTBETCTBHH C
TpeGoBarmsMu [IpaBuil HaIeXalel TPOU3BOACTBEHHOM MPAKTUKK EBpa3suMHCKOro 3KoHOMUYECKOro corosa (Ne
GMP/EAEU/RU/00554-2022 ot 02 centsibps 2022) u TpebOBaHHAMH KOHTPOJIA Ka4eCTBA TIEKAPCTBEHHBIX CPEJICTB,
a TAaK)Ke B COOTBETCTBHH CO CIEIUGUKAUAMHE, COAECPXKALUTUMUCA B PETUCTPANHOHHOM JIOChE CTPaHBI-MMIIOPTEPA.
3aITHCH 10 IPOM3BOACTBY, YIAKOBKE U aHAIM3Y POBEPEHBL, H YCTAHOBJIEHO HX COOTBETCTBHE TpeboBaHUM [IpaBui
HaJIeKaUIed TPOU3BOICTBEHHOHN NTPakTHKH EBpasHilCKOT0 SKOHOMHYECKOTO COI03a».

Remarks: The Product conforms to ND/ Conclusion: APPROVED /
[Mpumeuanue: [MpoaykT cooTBeTcTBYET TpeboBanuam HJI 3akmwouenne: OJJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[Moarorosneno: Ramakant I[Tposepeno: Pardeep Kumar | Onobpeno: Menepxep / Pykosoaurens
Amit Kumar .

B o N
Reprint Date / ' Reprint Date / Reprint Date / '
Hara: 15.05.2025 Hara: 15.05.2025 Hara: 15.05.2025
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Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
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