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

CEPTHOPHUKAT AHAJIU3A

Tel : +91 98166 56001-02

www.d rreddys.com

Market / PoiHok

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

‘Russia / Poccus

Batch No / T | Batch Quantity / 3600000 tab /
| Cepus Ne ' O6bem cepan " 3600000 Tab
AIVHCa REROXENG / - 040002943979 Date of Analysis/ . )95 9995
_AnagurHueckHii oTyer No Jara anannza
Date of Manufacture / . 05/2025 Date of Expiry / . 04/2027
JaTa npoH3BOACTBA = | I'open no
Mfg. License No. / -
IIponssoacrBenHast : MNB/05/263 I-DiI - nm;;er. / i gIIJI)-.N'a(004669)—(PF-
JHuen3us No omep T |

Analysis performed according ND:

/ Auanu3 nposenen no H: JII-Ne(004669)-(PT -RU)-196224

Pagel1 of 9/Cip.1m39

Test / IToxazaTens

No
Ne

| Results / PesyabTaThl

Specification / Hopma

1 Description / Onucanne

Light yellow round flat beveled
tablets with "|" debossed on one
side. / Kpyrasie mnockue
TabneTku ¢ hackoi, cBETIO-
XENITOrO L[BETa C IPaBUPOBKOH
«l» Ha oIHOW CTOPOHE.

Light yellow round flat beveled tablets
with "|" debossed on one side. / Kpyrisie
Wwiockue TabneTkn ¢ (ackoi, cBeTno-
XKENTOro ligeTa C IpaBHpPOBKON «I» Ha
OJIHOH CTOpOHE.

2 Identification / UaenTndukauns

Ketorolac / KeTnoponax

Complies / CoOTBETCTBYET

UV spectra of the test solution and

ketorolac tromethamine standard solution
should have peaks at the same wavelength
(£ 2nm). / Y®-criekTphl MOMIOIIEHHA
HCIILITYEMOTO pacTBOpa M pacTeopa
cTaHZapTHOro  ofpaslla  KeTopoJiaka
TpOMeTaMHHA JIOTDKHBI HMETh
MaKCHMYMEI TipW OfHOH M TOH )€ IUIHHE
BOTHE! (+ 2 HM).

Remarks: The Product conforms to ND/
[Tpumenanue: Tlponykr cootsercTByeT Tpeboranmam HJI

Conclusion: APPROVED /
3aknrouenne: OJJOBPEHO

Prepared by /
IToarorosieno: Ramakant

et

Checked by /
[poeepeno: Pardeep Kumar

2
=

Approved by: Manager/Executive /
Ono6peno: Menemxep / Pykopoautens
Amit Kumar

Reprint Date /
Harta: 27.05.2025

Reprint Date /
Hata: 27.05.2025

Reprint Date /
Jata: 27.05.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 560034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 4C 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLC004507

www.drreddys.com




./
IIpoys BofCTBennag
N Nenz s No

Dr, Reddy's
Formu!ation

coarsem'raoaam
OCHOBKOrg NHka
PacTeopa

feToponaks
«Konnqecmezm

Laboratories
Unit-6

Vill. Khol, Nalagarh Road, Baddj,
CERTIFICATE OF ANALYSIS Distt. Sofan, H.P, 173 205, INDJA
CEPTH(DHR‘AT AHAJIHBA

Tel : +91 98166 56001-02

WwWw.trrad,| vi.com
g

Speciﬂcation / Hopma

Ltd,

Remarks: The Prodyet conforms to Ny Concmsion: APPROVED /

IpHMevanye: IIp Odykr CooTBeTCTRY T PebOBangy HIT 3ax:mot:enne: Oon OBPEHO

repared by / Checked by Approveq by: Mauager/Executfve /

0nroTOBIEHO: Ramakant Tposepero: Pardeep Kumar Onobpero: MeHeaxcep / Pyxoaozzmem,

it Kumar A

~ . A~

print Date / Reprint Date/ Repring Date /

Ta: 27.05.2025 Hara: 27.05 2025 Hata: 27 05.2025

Registered Office: B.2.3

Tel: +91 40 4900 2800, Fax: +

37, Road No, 3, Banjara Hjjjs, Hyderabag - 500034,
91 40 4900 2999, Email: Mail@drrag,

CIN: L85195AP1984PLCDG4SGZ

wwmdrreddvs.mm
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Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS

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

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

CEPTHOHKAT AHAJIM3A

SN LAV L

www.drreddys.com

'Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Mpoaykr: Ketopon® Jxenpece (keroposa) TabaeTkn, Aucneprupyenbie s nosoct pra, 10 mr

Market / Pritox :Russia / Poccus

JRHeH3unA Ne

Batch No / - V2501010 Batch Quantity / . 3600000 tab /

Cepus Ne ) O6bem cepHH 3600000 Tab
AddlyticiiReport No / . 040002943979 Date of Analysis/ . ;5 459095
AHannTuﬁeckun oryer No JaTta anannia

Date of Manufacture / . 05/2025 Date of Expiry/ . 04/2027
JaTa npou3soacTea _ Tonen no

Mfg. License No. / i

h MA pumber: / . JII-Ne(004669)-(PT -

IpoussoacTReHHAS : MNB/05/263 Homep PY * RU)

Analysis performed according ND: / Anann3 nposegen no H/I: JIII-N2(004669)-(PT-R1)-190224 =

Page30f9/Crp. 3 w39

N
{Noo Test / lokasaTens Results / PeayabTaTs Specification / Hopma
Butylhydroxyanisole / Complies / CooTBeTCTBYET The retention times of 2-
Fyaenne adpnin s butvlhwdroyanioolo and 3
butylhydroxyanisole peaks on the

chromatogram of the test solution should
| correspond by the retention times to 2-
butylhydroxyaunisole and 3-
butylhydroxyanisole peaks on the
chromatogram of butylhydroxyanisole

standard solution ("Butylhydroxyanisole

content" section). / Bpemena
yIepXHBaHHUA FIUKOB
2-6yTUNTHAPOKCHAHH3O0NA "
3-6y TWITHAPOKCHAHHU3O0NA Ha
XpOMaTOrpaMMe HCIILITYEMOTO pacTBOpa
HOJUKHBI  COOTBETCTBOBATE  BpEMeHaM
yAepKHBARNA [HKOB
2-6yTUNrHAPOKCHAHU30J1A "
3-byTUATHAPOKCHAaHN30/1a Ha

XpOMaTorpamMMe pacTsopa CTaHAapTHOro
o6pasna GyTHITHIpOKCHaHK3oNa (pa3zen
«Conepxanue
GYTHATHAPOKCHAHK30JAN).

Remarks: The Product conforms to ND/
ITpumeuanne: [poaykr cootseTcTByeT TpeboBanuam HI

Conclusion: APPROVED /
3axmouenne: OMOBPEHO

Prepared by / Checked by /
ITonarorosnexHo: Ramakant

IIpoBepeno: Pardeep Kumar

Qo .

Approved by: Manager/Executive /

Onobpeno: Menemxep / PykoBoauTeNb

Amit Kumar v
//\f" —

Reprint Date /
Jata: 27.05.2025

Reprint Date /
Jara: 27.05.2025

Reprint Date /
Hara: 27.05.2025

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@drraddys.com
CIN: L85195AP1884PLCO04507
www.drreddys.com




Dr.Reddy’s ":‘

CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories Ltd.

Formulation Unit-6

Vill. Kho!, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
Tel : +61 58166 56001-02

CEPTH@®HKAT AHAJIM3A

www.drreddys.com

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

Hponyxr: Keropoa® Bxenpece (Keropoaak) TabJeTKH, ANCHEPrpyesMbIc B N0JOCTH PTa, 10 mr -

Market / Poirox :Russia / Poccus

Batch No/ . Batch Quantity / 3600000 tab /

Cepnst N2 * V220i010 O6beM cepun " 3600000 Tab

::na]ytlcﬂl Repo:'t No/ - 040002943979 Date of Analysis / . 27.05.2025
HaJuTHYecKHi oTyer Ne Jlara aHaJA3a

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

Jata npon3BoACTBa T"open no i

Mfg. License No. /

IMpoussoacTBEHHAS : MNB/05/263 MA number: / ; I GDESE )

Homep PY RU)
aumzen3n g Ne

| Analysis performed according ND: / Anayms nposesen no HJI: JIT! 1-Ne(004669)-(PT'-RU)-190224

Page40f9/Crp.4m3 9

Results / PesyabTaThl

Specification / Hopma

e Test / [TokazaTent
Ne s
3 Average weight / Cpeanssi
Macea
Uniformity of weight /

OﬂHOpO)lHOCTb MAaccChl

69.9 mg/ 69.9 mr

Complies / CooTReTCTRYET

67.2 mg to 72.8 mg (70.0 mg * 4.0 %). /
Ot 67,2 Mr no 72,8 mr (70,0 mr + 4,0 %).

18/20 tablets - not more than + 10 %;
2/20 tablets - not more than = 20 %. /
18/20 Tabnetok —- He 6onee = 10 %;
2/20 Tabnetox — He Hosee + 20 %.

4 Disintegration time /
PacmagaemocTb

00 min 19 sec / 00 muH 19 cex

Not more than 3 min. / He 6osiee 3 MuH.

5 Dissolution / PacTBopenne

Unit-1/ Tabn-1 100 %
Unit-2 / Tabn-2 99 %
Unit-3 / Tabn-3 . 94 %
Unit-4 / Tabn-4 93 %
Unit-5 / Tabn-5 98 %
Unil 6 / Tubn 6 08 94

Not less than 75% (Q) of
CsH;3NO3*C4H 1 NO; {(ketorolac
tromethamine) in 15 min. / He meunee
75 % Q C15H13NO3*C4H 1 1NO3
{KeToponaka TPOMETAMHH) Yépe3 15 MUH.

Remarks: The Product conforms to ND/

Ipumeuarue: [IpoaykT cooTBeTcTBYET TpeGoBannam HJ{

Conclusion: APPROVED /
Sarmouenue: OJJOBPEHO

Prepared by /
Toarotoneno: Ramakant

Adsd

Checked by /
ITposepeno: Pardeep Kumar

TS

Approved by: Manager/Executive /
Ono6peno: Menemkep / Pykosonuresns
Amit Kumar A N

1]

Reprint Date /
Hara: 27.05.2025

Reprint Date /
Hata: 27.05.2025

Reprint Date /
Hara: 27.05.2025

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

CIN: LB5195AP1984PLC004507
www.drreddys.com




Dr.Reddy’s ‘f"

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

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

CERTIFICATE OF ANALYSIS
Tel : +21 98166 56001-02
CEPTHOUKAT AHAJIM3A |\ drreddys.com

"Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
\Hpoaykt: Keropoa® Jxcnpecce (keTopoiak) TabaeTiH, Aucneprupyensre B N0I0CTH pTa, 10 mr .

Market / Peinok :Russia / Poccus e
Batch No/ . V2501010 Batch Quantity / ~ 3600000 tab /
| Cepus N2 i O6Bem cepitit ' 3600000 26
Analytical Report No/ - 040002943979 Date of Analysis / . 27.05.2025
AHanuTHYecKHii oTuer No ) Jlara anaansza
Date of Manufacture / . 05/2025 Date of Expiry / . 04/2027
JlaTa nupou3BOACTBA . Ol | Fonen g0
Mfg. License No. /
IIpon3BOACTBEHHAN : MNB/05/263 MA number: / : JIII-N2(004669)-(PT-
Homep PY RU)
annenzus Ne oo Bewton o

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

PageSof 9/Cip.Sm3 9

1

i i? Test / TlokasaTenn Results / Pe3yaeTaTs! Specification / Hopma
6 Particle size distribution / Complies / CooTBETCTBYET A uniform suspension passing through a

JAuncnepecHOCTL

710 pm sieve is formed. / O6pasyercs
ONHOPOAHAA CYCIEH3MA, [IPOXOIUIILAs
CKBO3b CHUTO C pa3MepoM OTBepCTHH
710 MKM.

7 Impurities / Ilppmecn

1-hydroxy analog of
ketorolac: /
l-ruppoxcuananor

Below LOQ (LOQ =0.032%) /
Humxke npenena KONHYECTBEHHOIO
onpenenenua (TIKO = 0.032 %)

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

KETOpONaKa
1-keto analog of ketorolac / 0.04% not more than 0.8 %; / He Gonee 0,8 Yo,
1-KeToaHANOT KETOPOIaKa
unidentified impurity / 0.01% not more than 0.5 %; / He Gonee 0,5 %;
eIMHUYHAA ‘

HenIeHTH(UITHPOBAaHHAN
npHrMech '
total impurities / 0.1% not more than 1.0 %. / He Gonee 1,0 %,
cyMMa Ipumeceit
8 Water content / 2.4 % Not more than 7.0 %. /
Copnep:caHne BOAbI He 6onee 7,0 %.
Remarks: The Product conforms to ND/ Conclusion: APPROVED /

ITpumeuanue: Ipoaykt cooreercTByeT TpebopanuaM HI

3akmaouenue: ONOBPEHO

Prepared by / Checked by /
[oaroroeneHo: Ramakant INposepeHo: Pardeep Kumar

il

Approved by: Manager/Executive /
Onobpero: Menemxep / Pykosoauresn
Amit Kumar ~

'/\-' s

Reprint Date /
Jata: 27.05.2025

Reprint Date /
JHara: 27.05.2025

Reprint Date /
Jara: 27.05.2025

Registered Gffice: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India

Tel: +971 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
Vil Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA

Tel : +91 98166 56001-02

CEPTHO®UKAT AHAJIM3A

www.drreddys.com

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

Iponykr: Keropon® Sxenpece (keropoaak) rafuerkn, Aucneprupyemnie B moaocmn pra, 10mr [

Market / Poinok

:Russia / Poccun

Batch No/ . V2501010 Batch Quantity / 3600000tab/

Cepns N2 ' O6bem cepnn " 3600000 Tab

Analytical RepoE‘t No/ . 040002943979 Date of Analysis / . 27.05.2025

Ananuryuecknii oryer No Jara aHanu3za

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

Jata npor3BonCTBA T'ooen no - _

Mfg. License No. / ] o

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

JIHIEeH3u A No

Analysis performed according ND: / Anasns nposejen no HJT: JITE-Ne(004669)-(PI'-RU)-190224

Page 6 of 9/ Crp. 6139

I}:’ Test / Noka3aTens Results / PesynbsTaTsl Specification / Hopma

9 Residual solvents / OcTaToYHbIe OpraHAYecKHE PACTROPHTETH
Isopropyl alcohol / 5 pg/tab / Not more than 350 pg/tab. / e
W3zonponanon 5 MKr B TabneTke He Guiee 350 mi1 b 1abneTke.

10 | Microbiological purity*/ MukpoGuosiorHuyeckast Yuerora*

Count / ob1ee uucno

Total Aerobic Microbial

not more than 10° CFU/g; /
He Gonee 10° KOE/Tr;

OQHOpOXHOCTH

NA03MPOBAHHBIX eAHHHII

a3po6GHBIX MUKPO- (5
OpraHU3MOR
Total Combined Yeast and not more than 102 CFU/g; /
mold count / o6iee uucno NA He 6onee 102 KOE/T;
JPOAOKEBBIX U [NMECHEBBIX
rpu6os
Escherichia Coli NA shell be absent in 1 gram. /
OTCYTCTBHE B 1 T,
11 Uniformity of desage units / 3.1 Acceptance value (4¥) not more than

15.0 tlokasaTens npueMaeMOSTH (AV)
nomxeH 661Ts He Goee 15,0.

Remarks: The Product conforms to ND/
Ipumeyanne: [IpoaykT coorBeTcTBYET Tpeboranusm HIL

Conclusion: APPROVED /
Zaxmouyenne: ONIOBPEHO

Prepared by /
Iloarororneno: Ramakant

Qo

Checked by /
IIporepeno: Pardeep Kumar

I A

Approved by: Manager/Executive /
Ono6peno: Menemxep /. PykoBoauntens
Amit Kumar L
A
P

Reprint Date /
JHara: 27.05.2025

Reprint Date /
Jara: 27.05.2025

Reprint Date /
Hara: 27.05.2025

Registered Cffice: 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 ‘g‘

CERTIFICATE OF ANALYSIS

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

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

CEPTHO®UKAT AHAJIM3A

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

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

'_lI_pgzlyKT: Ketopoa® Jxcnpece (keroponak) TabieTkH, AHCHeprHpyembie B noaocTH pra, 10 mr

Market / Poinok :Russia / Poccus

Batch No/ ] Batch Quantity / 3600000 tab /
Cepus Ne R0 O0bem cepHH " 3600000 Tab
Analytical Report No/ . 040002943979 Date of Analysis / . 97.05.2025
AHa.ﬂmwxecKnn oT4er Ne Hara anaauza

Date of Manufacture / . 05/2025 Date of Expiry / . 04/2027
JlaTta npon3BoACTBA _ | Yopmen no

Mfg. License No. / _ :
[Ipou3BoacTBEHHASA - MNB/05/263 MA number: / : JIII-Ne(004669)~(PT -

Homep PY RU)

IMueH3HsA Ne

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

Page 7 of 9/Cip.7n3 9

desiccant/HDPE) foil // (PE/AL)
foil. 2 blisters with patient
information leaflet in a carton
pack. / Ilo 10 Ttabnerok B
6nucrepe w3 (ITA/AJVIID ¢
BnaronornotTutenem/IIDBIT)

donsru // (I1/AJT) donsru. Tlo
2 biucrepa BMECTE C JICTKOM-
BKJIA[BIIEM B raqKy

KapTOHHYIO.

.I:': Test / IlokazaTens Results / PesyabTaThl Specification / Hopma
12 | Assay/ KonuuecrseHHoe 10.0 mg /10.0 Mr From 90mg to 11.0mg  of
onpegeneHue (100.0 %) C15H1aNO3*C4H |INOs (ketorolac
tromethamine) (from 90.0 to 110.0 % of
the label claim) per tablet. / Ot 9,0 mMr no
11,0 Mr CsH13NO3*C4H (1NO3
(xeToponaka TpomeTamuH) (o1 90,0 mo
110,0 % OT 3asIBJIEHHOTO KOJMYECTBA) B
Tabnerke.
13 | Butylhydroxyanisole . 0.0962 mg/tab / Not less than 0.042 mg/tab. /
content / Cogepxanne 0.0962 mr B TabneTke He menee 0,042 mr B TabneTke.
OyTHITHIPOKCHAHH301A
14 | Package description / 10 tablets in a blister of | 10 tablets in a blister of (PA/AL/PE with
OnucaHne yaKoBKH (PA/AL/PE with | desiccant/HDPE) foil // (PE/AL) foil. 1 or

2 blisters with patient information leaflet
in a carton pack. /" Tlo 10 TabneTox B
6nuctepe u3 (TTIA/AJITID c
snaronornotutenem/II3BIL)  domsru /
(13/AJ1) doneru. [To 1 unm 2 6aucTepa
BMECTE C JIMCTKOM-BKIANBIIIEM B IIA4KY
KapTOHHYIO.

Remarks: The Product conforms to ND/
[Tpumeuanue: [Ipoaykr cooteeTcTByeT Tpebosanuam HJJ

Conclusion: APPROVED /
3axawgenne: OJTOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[oaroroBnexo: Ramakant Iposepero: Pardeep Kumar | OnoGperno: Menemwkep / Pykosoautens
Amit Kumar A
(;f,,._w::w l/\"._,_...—
Reprint Date / Reprint Date / Reprint Date /
Hata: 27.05.2025 Hara: 27.05.2025 Jara: 27.05.2025

Registered Cffice: 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 Laboratories Ltd.
Formulation Unit-6

Da ;
DI'. Reddy,s ‘.... vill. Khol, Nalagarh Road, Baddi,

LW W] istt. Solan, H.P., 173 205, INDIA
CERTIFICATE OF ANALYSIS o S0 o
CEPTHOUKAT AHAJH3A. oo oe odes oo

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

TTpoayxr: Keropoa® Jxenpece (keroponak) tabieTki, pucneprupyesbie B M0J0CTH pTa, 10 mr

Market / Peinox :Russia / Poccus i

Batch No/ - V2501010 Batch Quantity / . 3600000 tab /

Cepus N2 - O6Bbem cepiit " 3600000 Tab

Analytical Report No / . 040002943979 . Date of Analysis / . 27052025

AnannTrvecknii oTyer Ne Hara aHaan3a |

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

Jara npon3BoacTsa T'open xo - e

Mfg. License No. / h o

IIpon3BoacTBEHHAA : MNB/05/263 MA number: / : JIII-Ne(004669)-(PT-
Homep PY RU)

JHIen3nsd Ne

Analysis performed according ND: / Anasus nposexen mo HJT: JII-Ne(004669)-(PI-RU)-190224 =

Page 8 of 9/ Ctp. 8 H3 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 BbINYCKeE JeKAPCTBEHHOrO NIPenapaTa KOHTPOJIb Ka4ecTBa o noKasarTenio «MHKpOﬁMOJIOI"H'-IeCKaﬂ
YHCTOTa» MPOBOAMTCH LISt KAuA0iil 20-0% cepuH, NN 118 OAHOH CEPHH B Tojl, B 3aBUCHMOCTH 0T TOTO, 4TO

Hﬂcyl'lHT PaHbllue.

API name / HaumenoBanue APC: B Ketorolac tromethamine / Ketoposiaka TpoMeTaMHuH
INN/MHH: Ketorolac / Ketoposnak 2
?{PI manufacturer batch number / ABSHO001016
omep cepuH npoussoauTeasn APC:

FP Manufacturer API Batch number /
Homep cepun cyOcTaHIAH NPOH3BOJHTENS FESA00165

TJID: :
API Manufactured by & country / Dr. Reddy's Laboratories Ltd., India /
Ilponssoaureas ADC, crpana; JI-p Penmw'c JlaGoparopuc JIta., Mg
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) /
Haumenonanue, agpec, JALEH3IHA IJd J-p Pennu’c Jlaboparopuc Jita., Hugus, [IponssoncTeeHHOe
ITpou3BoaCTBEHHAR ILIOLIAAKA / Ilnomagka noapasaenenue-6, Bun. Kxons, Hanarapx Poyn, bannm, Juctprkt
KOHTpoJs kadecTBa / Ilnomaakxa BeinycKa Conan, X.I1., 173205, Unpus (iuuensus somep MNB/05/263)

Declaration of certification: «I hereby certify that the above information is authentic and accurate. This batch of
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Dr.Reddy’s “:'.

CERTIEICATE OF ANALYSIS

CEPTHOHKAT AHAAW3A

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

vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
Tel ; +91 88166 56001-02
www.drreddys.com

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 m_g 1
Tponyxr: Ketopoa® Dxcmpecc (keToponak) TabaeTsu, icnepritpyesbie B M010cTH pra, 10 mr .
Market / Pornox ‘Russia / Poccust N .
Batch No/ - V2501010 Batch Quantity / 3600000 tab /
Cepusg N2 ’ O6bem cepun " 3600000 Tab
AnalyticatRepartNo / - 040002943979 Date of Analysis/ . 27.05.2025
Anannriiecknii oTyer No Jara anannsa . o
Da:te of Mapufa(;tqre/ . 05/2025 Date of Expiry / . 04/2027
Jlata npou3BoacTBa Togen no -
Mfg. License No. /
IIpou3eoJcTBEHHAA : MNB/05/263 el : PRV R LG

- Homep PY RU)
Anuensua Ne >
Analysis performed according ND: / Ananns nposeien no HJL: JIT-Mo(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».

3aKIl0ueHHe 0 COOTBETCTBHA: «HacTOAMM A NOATBEPXKIA0, YTO NPUBENCHHAS BRINE MHQOPMALUS ABIACTCS
JOCTOBEPHOM M TOYHOM. DTa cepHsi NPOAYKIHH HOpPOM3BEJCHA (BKIIOYAS YIAaKOBKY (MapKHUpPOBKY) H KOHTPOIb
KadecTBa) Ha BHINIEYKa3aHHOH IIPOM3BOACTBEHHOM IUIOHManKe (WIOmAKax) B IONHOM COOTBETCTBHH C
Tpebopanuamu [Ipasui Haiexamed Ipou3BOACTBEHHON NpakTHKH EBpasHiCKOro 3KOHOMHYECKOroO COO3a Ne
GMP/EAEU/RU/00554-2022 ot 02 cenTa6bps 2022) 1 TpeboBaHUAMYU KOHTPOJIS KauecTha ICKapCTBEHHBIX CPEACTB,
a TaKKe B COOTBETCTBHH CO CreNM(UKAIHUAMHE, COTEPKAMMHCS B PETHCTPAIIMOHHOM JOCBE CTPaHBI-AMIIOpTEpA.
34IMCH [0 IPOX3BOJCTRY, YIIAKOBKE H aHATIM3Y IPOBEPEHEI, H YCTAHOBJICHO X COOTBETCTBHE TpeboBaHuM [ IpaBui
HaIUIEXKAIIEH TPOU3BOACTBEHHOM MpakTHKA EBpasHiCKOro 3KOHOMIUYECKOT0 CO03a».
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