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 AHAJTH3A

Tel : +91 98166 56001-02
wwWedrreddys.com

Product ; Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg_
Hpoaykr: Keropon® Dxenpece (keroponax) Tabjierkn, ANCHEPrHPYeMBIE B N0JOCTH PTA, 10mMr

Market / Poisox :Russia / Poccus

Batch No / . Batch Quantity / _ 3600000 tab /

Cepusa Ne e O6bem ceprH " 3600000 Tab

Analytical Report No / - 040002935656 Date of Analysis / . 17.05.2025

AuanuTHYecKni oTuer No JlaTa aHA/IN3A L

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

Jdarta npousBoacTEA Topen zo

Mfg, License No. / 7

ITpousBoACTEEHHAR - MNB/05/263 MA number: / : JIII-N2(004669)-(PT-
Homep PY RU)

THUen3Hs Ne

. Analysis perforn_led according ND: / Ananu3 nposenes mo HJI: JITI-Ne(004669)-(PT-RU)-190224

No |

N Test / Iloka3zaTenn

Results / PesyabTatel

Pagelof9/Crp.1m39
Specification / Hopma

1 Description / Omicanne

Light yellow round flat beveled
tablets with !|" debossed on one
side. / Kpyrnsle miockue
TabneTtkn ¢ dackoi, CBETIO-
JKEJITOTO LBETA C MPABHPOBKOM
«|» Ha OIHOM CTOPOHE.

2 Identification / Hnentudnkauus

Light yellow round flat beveled tablets
with "|" debossed on one side. / Kpyrneie
wiockue TabmeTkn ¢ Qackoif, cseTio-
XENTOro IBeTa ¢ IpaBUpOBKOit «I» Ha
OZIHOM CTOPOHE.

Ketorolac / Kemoponax

Complies / CooTBeTCTBYET

UV spectra of the test solution and
ketorolac tromethamine standard solution
should have peaks at the same wavelength
(& 2nm). / YO®-cnexIpsl MNOINOUWIEHHAA
ACTILITYEMOrO PacTBOpa M  PacTBOpa
craumapTHoro ofpaslla  KeTopoJjaka
TPOMETaMHHA TIOJIKHBI HMETh
MAaKCUMYMBI TIPH ONHOM U TOM e IJIHHE
BOJIHbL (& 2 HM).

Remarks: The Product conforms to ND/
| lpumeyarne: [IpOAYKT COOTBETCTBYET TpebOBAHUAM HT

Conclusion: APPROVED /
3axaouenne: OJJOBPEHO

Prepared by / Checked by /
IMoaroroeneno: Ramakant Iposepeno: Pardeep Kumar

Approved by: Manager/Executive /
Ono6peHo: Menemiep / PykosoauTens
Amit Kumar A /L,

J

Reprint Date /
Jara: 17.05.2025

Reprint Date / \
JHara: 17.05.2025

Reprint Date / -
Jlara: 17.05.2025

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.cum




Dr.Reddy’s ":'.

CERTIFICATE OF ANALYSIS

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

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

CEPTH@®HKAT AHATA3A

Tel : +91 98166 56001-02

www.drredeys com

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

Iponyxr: Keropon® Sxenpece (keroponak) TaGnerkH, AHCHEPIHPYEMLIC B nonocrH pra, 10mr -
Market / Peiiox :Russia / Poccus

Batch No / , Batch Quantity / 3600000 tab /
Cepua Ne AL O6nem cepHH " 3600000 Tab
Analytical Report No / . 040002935656 Date of Analysis / - 17.05.2025
AnanuTHdecknii oTaer Ne Jara aHAIH34

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

JATA TpOH3BOACTBA T'ojien 1o |
Mfg. License No. /

IIpon3BoACTBEHHAS - MNB/05/263 MA number: / ; JII-Ne(004669)-(PT-

Homep PY RU)

Jmnensusg Ne
Analysis performed according ND: / AHA/IH3 NpOBeeH MO HL: JITI-Ne(004669)-(PT-RU)-190224

==

N Test / IlokazaTeab

Results / Pe3ynsTaThb)

Page20f9/Crp.2 39

Specification / Hopma

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). / Bpemsa yOepxyvBanui
OCHOBHOTO TIIHKa Ha XpoMaTorpamme
HCITBITYEMOTO pacTBopa JOTOKHO
COOTBETCTBOBATH BPEMEHU YAEPKUBAHUA
OCHOBHOIO I¥MKa Ha XpOMATOrpaMMe
pacTeOpa CTAHIAPTHOTO obpasua
KeToposaka  Tpomeramuua  (pasnen
«KornnuecTaeHHOE OnpeneneHue»).

Remarks: The Product conforms to ND/

Ipumeuanne: [IpOMYKT COOTRETCTBYET TpebOBaHUAM HI

Conclusion: APPROVED /
Saxouenne: OJIOBPEHO

Prepared by /
HonrotopneHo: Ramakant

Checked by /
IIposepeno: Pardeep Kumar

r

e

Approved by: Manager/Executive /
Ono6peno: Menemxep / PykoBoaHuTeNE
Amit Kumar =

-

Reprint Date / .

Hara; 17.05.2025

Reprint Date /
Hara: 17.05.2025

Reprint Date /
IlaTa: 17.05.2025

Registered Office: 8-2-

337, Road No. 3, Banjara Hiils, 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 €3¢

CERTIFICATE OF ANALYSIS

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

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

CEPTHDPHKAT AHAJIH3A

Tel : +91 98166 56001-02

www,drracddvs.com

'Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykr: Keropoa® Dkenpecc (keropoaak) Tabaerky, AWCHeprupyemMbie B N0J0CTH PTa, 10 mr

Market / Poinox ‘Russia / Poccus

Batch No / _ Batch Quantity / ~ 3600000 tab /

Cepns Ne AL O6beM cepHR " 3600000 Tab

Analytical Repovrt No/ . 040002935656 Date of Analysis / . 17.05.2025

AHanuTH4YeCKHi# oTueT Ne Jara ananausa

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

JaTa npoH3BOACTBA I'ogen ao =)

Mfg. License No. /

IlponzBoAcTBEHAAH : MNB/05/263 e ! SIIELHOIRL) ST
Homep PY RU)

nmnenzust No

Analysis performed according ND: / Anaans nposejen no HJI: JII-Ne(004669)-(PT-RU)-190224 ]
Page3of9/Cip.3 H3 9

g Test / IlokaszaTeanb Results / Pe3ynsTaTsl

Ne

Specification / Hopma

Butylhydroxyanisole / Complies / CoOTBETCTBYET
Bymunzuopoxcuanuson

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 sotution ("Butylhydroxyanisole

content" section). / Bpemena
yaepKHUBaHHA TIHKOB
2-6yTHITAPOKCHAHU30J1a u
3-6yTWIrHOpOKCHaHH30Ja Ha

XpOMATOrpaMMe HCIILITYEMOTO PacTBOpa
JOIKHBl  COOTBETCTBOBATH BPEMCHAM

yIepXKUBaHHA IIHKOB
2-6yTHATUAPOKCHAHU30J1a U
3-0yTWITHIPOKCHAHN30J1A Ha

XpOMAaTrorpaMMe pacTBopa CTaHJapTHOTrO
o6pasua 6yTrIruapokcHannsona (pasnes
«Copepkanne

GyTUNCHAPOKCHAHHU3O0IAN).

Remarks: The Product conforms to ND/ Conclusion: APPROVED /
Ipumeuanne: [Ipoaykt coorBeTcTBYeT Tpebosanuam HJI 3axmouenne: OJJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[ToaprotoesneHo: Ramakant TIpoeepeHo: Pardeep Kumar | Onobpeno: Menefkep / PykoBOAHTETD
M Ud: r Amit Kumar A a0

L el J -
Reprint Date / \ Reprint Date / Reprint Date /
Jara: 17.05.2025 Jarta: 17.05.2025 Jlara: 17.05.2025

Registered Office: §-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: L85195AP1984PLCD04507

www.drreddys.com




Dr.Reddy’s “:'.

CERTIFICATE OF ANALYSIS

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

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

CEPTHOHKAT AHAJTH3A

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

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
|IIpoaykr: Ketopon® Dkcnpecc (keTopoiak) TabJeTKH, JHcHepripyembie B MOJ0CTH pTa, 10 Mr

Market / Prinok :Russia / Poccust

Batch No / _ Batch Quantity / ~ 3600000 tab /
| Cepus Ne = ¥ 2500920 O6bem cepHH " 3600000 Tab

Analytical Repo:’t No/ . 040002935656 Date of Analysis / . 17.05.2025
_AvannTHueckui oTyeT Ne Jara anauuza

Date of Manufacture / - 04/2025 Date of Expiry / . 03/2027
JaTa npousBoacTBa T'ogesn no

Mfg. License No. / .

IIponsBoAcTBeHAAs : MNB/05/263 Wil o8 . LU SL

Homep PY RU)
Jnuen3ust Ne

| Analysis performed according ND: / Ananns nposegen no HII: JII-Ne(004669)-(PI'-RU)-190224

Page4of 9/Crp. 4m3 9

OaHOpOAHOCTb MacChl

4 Disintegration time /
PacnaaaemMocThb

1}: Test / lloka3aTens Results / Pe3ynbTaThl Specification / Hopma
3 Average weight / Cpegusis 69.7 mg/ 69.7 MT 67.2 mg to 72.8 mg (70.0 mg £ 4.0 %). /
Macca ; Ot 67,2 Mr mo 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 Tabneroxk — He Oonee = 10 %;
2/20 TabneTok — He Gosee + 20 %.

00 min 25 sec / 00 muH 25 cex

Not more than 3 min. / He 6oJiee 3 Mus.

5 Dissolution / PacTBopenne

Unit-1 / Ta6n-1 97 %

Unit-2 / Ta6n-2 103 %
Unit-3 / Tabn-3 100 %
Unit-4 / Tabn-4 100 %
Unit-5 / Tabi-5 98%
Unit-6 / Tabn-6 99%

Not less than 75% (Q) of
C15H13NO3+C4H ) 1NOsy (ketorolac
tromethamine) in 15 min. / He menee
75 % Q) C1sH13NO3*C4H11NOs
(xeTopoNaka TpOMeTaMMH) 4epes 15 MuH.

Remarks: The Product conforms to ND/

IMpumeuanue: [TpoaykT coorsercTyeT TpeboBanuam HIT

Conclusion: APPROVED /
3axmoucane: OJOBPEHO

Prepared by /
Moxroroencro: Ramakant

i

Checked by /
IIposepeno: Pardeep Kumar

~
:
1
Coup——="

Approved by: Manager/Executive /
Ono6peno: Menemixep / PykoBoanTteb

Amit Kumar f\ A
. =

Reprint Date /
Hara: 17.05.2025

Reprint Date /
Hara: 17.05.2025

Reprint Date/ '
Ilarta: 17.05.2025

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: L85195AP1984PLC004507

www.drreddys.com



Dr.Reddy’s €3¢

Dr. Reddy’s Laboratories Ltd,
Formulation Unit-6

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

CERTIFICATE OF ANALYSIS
CEPTHOHUKAT AHAJIM3A Tel : +91 98166 56001-02
Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg e [
Ipoayxr: Keropon® Ixcnpecc (keToposiak) TaG/IeTKH, AHCNEprupyemMble B OJOCTH pra, 10 mr
| Market / Poinok :Russia / Poccus _ il e
Batch No / Batch Quantity / _ 3600000 tab /
Cepus Ne AR O6bem cepun " 3600000 Tab
Analytical Repo“rt No/ - 040002935656 Date of Analysis / . 17.05.2025
AHannTndeckHil oTuer Ne Jara aHaan3a
Date of Manufacture / - 04/2025 Date of Expiry / . 03/2027
Jara npou3BoacTBa T'onen oo
Mfg. License No. / - .
IlponsBogcTBeHHAS : MNB/05/263 BALA GG : SILNHQU SoR)m
Homep PY RU)
JHIeH3HA Ne
Analysis performed according ND: / Ananns nposegen mo HJI: JITI-N2(004669)-(PT-RU)-190224

Page 5of9/Crp.5n3 9

.No,'

Ne Test / [loka3aTenn Results / PesynbTarTil Specification / Hopma
6 Particle size distribution / Complies / CooTBeTCTBYET A uniform suspension passing through a
J¥cnepcHocThb 710 ym sieve is formed. / Obpazyerca

ONHOpONHAA CYCMEH3Hf, NpoXoaduas
CKBO3b CHTO C pa3MEpOM OTBEpPCTHH
710 MKM.

7 Impurities / Ilpamecn

1-hydroxy analog of

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

Below LOQ (LOQ =0.032%) /|
1

ketorolac: / Huxe npenena xonu4eCTBEHHOTO
1-ruapoxcuananor onpegenenns (ITKO = 0.032 %)
KeTopoJiaka
1-keto analog of ketorolac / 0.03% not more than 0.8 %; / He Gonee 0,8 %;
1-keToaHAIOr KETOpOIaKa
unidentified impurity / 0.02% not more than 0.5 %; / He Gonee 0,5 %;
eAMHH4HAA
HENAECHTHPUIMPOBAHHAs
npUMech
total impurities / 0.1% not more than 1.0 %. / ue Gonee 1,0 %.
CyMMa MpUMeceii
8 Water content / 23% Not more than 7.0 %. /
CopnepkaHne BOAbI He 6onee 7,0 %.

Remarks: The Pradiet ennforma tn NTY/

IIpuMeuanue: IIpogykT cooTBeTCTBYET TpeboBannam H]J

Canclusinn® APPROVEN /
3axawgenne: OJJOBPEHO

Prepared by /
IToarorosneno; Ramakant

Qukd

Checked by /
TIpoeepeno: Pardeep Kumar

C,\—é—‘—"‘ =

Approved by: Manager/Executive /
Onobpeno: Menemxep / Pykosoautens
Amit Kumar /\_ ‘‘‘‘‘‘ A

Reprint Date / |
Hata: 17.05.2025

Reprint Date /
Hara:; 17.05.2025

\J

Reprint Date /
Hara: 17.05.2025

Registered Office: 8-2-327, Road No. 3, Banjara Hifls, 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 Ltd.

Formulation Unit-6

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

. Q%
Dr. Reddy S ‘p
CERTIFICATE OF ANALYSIS
CEPTHD®HUKAT AHAJIA3A

lrlTxauct : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
\IIpoayxr: Keropon® Dxcnpece (keToposak) Tabierxy, iucneprupyemspie B nonoerw pra, 10mr

Market / Prinok :Russia / Poccust WSHONSRUNES ©_ = il
Batch No / ; Batch Quantity / . 3600000 tab /
Cepus Ne { el O6nem cepun 3600000 Tab
Analytical Repourt No/ - 040002935656 Date of Analysis / . 17.05.2025
AHanuTH4ecKHi oTyeT Ne Jara anannsa
Date of Manufacture / . 04/2025 Date of Expiry / . 03/2027
Jara npou3BOACTBA Toaen po
Mfg. License No. / : ) > P
Ilpou3BoacTBEeHHAS : MNB/05/263 sl il : JIEE (669
Homep PY RU)
amuewsmsr Ne
| Analysis performed according ND: / Ananus uporenen no HJX: JITI-Ne(004669)-( PI-RU)-190224

Page 6 of 9/ Crp. 6 u3 9

1}? Test / [ToxasaTenn Results / Pe3y1bTaThl Specification / Hopma

9 Residual solvents / OcTaTo4yHble OpraHM4ecKHe PACTBOPHTEH
Isopropyl alcohol / 7 pg/tab/ Not more than 350 pg/tab. /
Hzonpomnanon 7 mxr B TabneTke He 6onee 350 mxr B TabneTke.

10 Microbiological purity*/ Muxpo6uosoruaeckas YyHcroTa*
Total Aerobic Microbial not more than 10° CFU/g; /
Count / ob1ilee gncio NA He Gonee 10* KOE/r,
a3p0o6HBIX MHKpO-
OpPTaHM3MOB
Total Combined Yeast and not more than 102 CFU/g; /
mold count / oB11ee YKCIO0 NA He Gonee 102 KOE/r;
JIPOMOKEBBIX H IUTECHEBBIX
rpubos
Escherichia Coli NA shell be absent in 1 gram. /

OTCYTCTBHE B 1 T.

11 | Uniformity of dosage units / 42 Acceptance value (4¥) not more than
OnHOpOaHOCTE 15.0 IMokazarens npuemieMocTH (AV)
M03MPOBAHHBIX EAHHHL aosnxeH 6eTe He 6onee 15,0.

Conclusion: APPROVED /
3axmogenne: OJOBPEHO

Remarks: The Product conforms to ND/
Ipumeyanne: IIpoaykT cooTBeTCTBYET TpeboBanuam HJ

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

IToarororneno: Ramakant

Iposepeno: Pardeep Kumar

Onobpeno: Meremxep / Pykopoantens
Amit Kumar !,l\

-—

ot
Reprint Date / '

Jara: 17.05.2025

Reprint Date /
JHara: 17.05.2025

Reprint Date / Y
ITaTa: 17.05.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: 491 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

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

CEPTHO®HUKAT AHAJIA3A

Tel : +91 98166 56001-02

www.drreddys

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykr: Keropoa® Dxenpece (keToponak) Tabaerk, Aucneprapyemsic 8 MOJ0CTH T4, 10 mr

Market / Poiaok :Russia / Poccus e - iy e Bt

Batch No / ] Batch Quantity / ~ 3600000 tab /

Cepusa Ne s Obnem cepun " 3600000 Tab

Analytical Repovrt No/ . 040002935656 Date of Analysis / . 17.05.2025

AHanuTHyecKHit oTueT No JlaTa anaauza

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

JlaTa npou3BoacTBa T'ogen ao

Mfg. License No. /

I ponsBoacTBeHHAS : MNB/05/263 MA number: / g SRS 069) S Eh:
Homep PY RU)

NHIeHzHa Ne

Analysis performed according ND: / Ananaus nposejies mo HII?_JIE—.N‘!(OO%G?)i]{I‘ -RU)-190224

No

N Test / [ToxazaTens

Page70f9/Crp.7n39

Results / PesyabTaTsl

Specification / Hopma

12 Assay / KonngecTBeHHOE

ompesieneHne

10.3mg/10.3 mr
(102.9 %)

From 9.0mg to 11.0mg  of
C15sH13NO3*C4H | INO3 (ketorolac
tromethamine) (from 90.0 to 110.0 % of
the label claim) per tablet. / OT 9,0 mr o
11,0 mr CisH13NO3+C4H; 1NO;
(keToposniaka Tpomeramus) (ot 90,0 mo
110,0 % oT 3afABJIEHHOTO KOJHYECTBa) B
TabneTke.

13 Butylhydroxyanisole
content / CoaepxaHne
Oy THATHIPOKCHAHN30JIA

0.0965 mgj/tab /
0.0965 mr B TabneTke

Not less than 0.042 mg/tab. /
He menee 0,042 Mr B TabneTke.

14 | Package description /

Onucanme YNakoBKH

10 tablets in a blister of
(PA/AL/PE with
desiccant/HDPE) foil // (PE/AL)
foil. 2 blisters with patient
information leaflet in a carton
pack. / Tlo 10 Ttabmetox B
6mucrepe u3 (ITA/AJUTID ¢
piaroniornoruresiem/[13BIT)

tonbra // (II3/AJT) doneru. Ilo
2 6nucrepa BMECTE C JUCTKOM-
BKJIAJIBIIIEM B mavyky

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. / Tlo 10 TabneTox B
6nucrepe 3 (MA/AJVTIS c
srnaronornorutenem/IIOBIT) ¢onern //
(I3/AM) ponsru. Tlo 1 win 2 6aucrepa
BMECTE C JIACTKOM-BKJIafblLIeM B [AuKy
KapTOHHYIO,

Remarks: The Product conforms to ND/

TIpumeuanue: [lpoayxT cooTseTcTByeT Tpebopannam HJT

Conclusion;: APPROVED /
3axmouenne: OJOBPEHO

Prepated by /
IMonrororneno: Ramakant

Bk

Checked by /
Iposepeno: Pardeep Kumar

N el

Approved by: Manager/Exceutive /
Ono6peno: Menemiep / Pykosomutens
: Amit Kumar

|-
A./--/ ——

Reprint Date /
Hara: 17.05.2025

! Reprint Date /
Hara: 17.05.2025

Reprint Date /
Hara: 17.05.2025

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: maii@drreddys.com

CIN: L85195AP1984PLC004507
www.drreddys.com
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CERTIFICATE OF ANALYSIS
CEPTUDPHUKAT AHAJIA3A

Product : Ketorol Exf)r_ess (ketoroizic?) E)Ellly Disintegrafi;lg_Tablets 10 mg
HMponyxr: Keropon® Sxcnpecce (keroponax) TabaeTku, ARCHEPIHPYEMBIE B MIOJ0CTH PTA, 10 mr
Market / PriHOK :Russia / Poccus
Batch No / i Batch Quantity / ~ 3600000 tab /

Cepus Ne T O6bem cepun " 3600000 Tab
Analytical Repourt No/ . 040002935656 Date of Analysis / . 17.05.2025
Ananurnyeckuii oTuer Ne Jara ananuza, o
Date of Manufacture / . 04/2025 Date of Expiry / . 03/2027
JaTta npon3BoacTBa TogeH go
Mifg. License No. /

IIpon3seoacTBeHHas : MNB/05/263 MA number: / . JII-Ne(004669)-(PT-
Homep PY RU)
Jnnensua Ne
| Analysis performed according ND: / Ananns nposenen mo HJ: JITI-Na(004669)-(PI'-RU)-190224

Page 8 of 9/ C1p. 8 13 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 BIMYCKE JIeKapCTBEHHOTO NPenapaTa KOHTPOJIb KaYeCTBa Mo nokasaremo «MHuKpoGHo0rH ecKas
YMCTOTA» MPOBOAHTCA AN KaxA0i 20-0it cepHM, HIR A1s ORHON CEPHH B rofi, B 3aBHCHMOCTH OT TOr0, 4TO

HACTYNHT padblle,

'API name / Haumenopanne A®C: Ketorolac tromethamine / Keroponaka TpoMeTaMHUH

INN / MHH: Ketorolac / Ketoponak

API manufacturer batch number / ABSH001207

Homep cepun nponspoautens ADPC:

FP Manufacturer APT Batch number /

Homep cepHH cyOcTaARIIHMHK MPOH3BOJHTEIN FESAQ00157

IJId: . -

API Manufactured by & country / Dr. Reddy's Laboratories Ltd., India /
Hpouzsogurens APC, crpana: -p Peanu'c Jlabopatopuc Jlta., Uaaus

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) /

HauMeHoBanHe, agpec, THUECHIHS XA J-p Pennu’c Jla6opartopuc JIta., Uuaus, [IpousBoacTeernnoe
IIpouzsoacTBeHHan miomaaka / Ilnowagka noppasnenenne-6, Busn. Kxons, Hanarapx Poya, banau, JucTpukT
KOHTpOAS kavecTsa / [lnomaaka BeImycka Conan, X.I1., 173205, Wuaus (iuueH3us 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/ Conclusion: APPROVED /
INpumeuanue: IIpoaykT cooTBeTcTBYET Tpeboranusam HJI Zaxmouenne: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
lloarorosneno: Ramakant Ilpoeepeno: Pardeep Kumar | Omo6peno: Menemxep / Pykooantens
vi/ B Amit Kumar \ .

g S P e
Reprint Date / \ Reprint Date / Reprint Date / ¥
Hara: 17.05.2025 Iara: 17.05.2025 Iara: 17.05.2025




Do
Dr.Reddy’s Q;"

CERTIFICATE OF ANALYSIS
CEPTH®HUKAT AHAJIU3A

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

IIpoaykr: Keropoa® Ixcnpece (keToponak) TabaeTKin, ANCHEPIHPYErLIC B IHO10CTH Pra, 0mMr
Market / Poinok ~ :Russia/Poccua 3

Batch No / . Batch Quantity / 3600000 tab /

Cepusa Ne - V2go2t O6bem cepiri " 3600000 Tab
Analytical Report No/ . 040002935656 Date of Analysis / . 17.05.2025
AHaTHTHYeCKHIT 0TIeT No Hara amagn3a ol
Date of Manufacture / . 04/2025 Date of Expiry / . 03/2027

JlaTa npou3zBoAcTBa T'oaen 10 et S
Mfg. License No. / .

IponseoncTsenMas . MNB/05/263 LTI ;. JB-Ne(004669)-(PT"-

Homep PY RU)

anumenzng Ne _[
Analysis performed according ND: / Ananus nposegen mo HJI: JITI-Ne(004669)-(PI-RU)-190224

Page9of 9/ Crp. 9 u3 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 Manufaﬁ:turing Practice of the Eurasian Economic Union is established».

3aK/i0ueHHe 0 COOTBETCTBHH: «HacTOAIMEM s TONTBEPXKIAIO, YTO [IPUBEIEHHAs BLIME MHGOPMAIKS SBILSETCS
JOCTOBEPHOH ¥ TOYHOM. DTa Cepus MPOAYKIMH [MpOM3BeAeHA (BKIIOYas YNAaKOBKY (MAapKHpPOBKY) ¥ KOHTDOJb
KayecTBa) Ha BLIIEYKa3aHHOM [POM3BOACTBEHHOM IITomanke (MIOLIAAKaX) B IOJHOM COOTBETCTBHH C
Tpebopanusamu IIpaBui HaZlexalleil Ipou3BOJCTBEHHON IPaKTHKM EBpasHUCKOTO 3KOHOMHHECKOI'O COFO3a (Ne
GNP/EAEU/RU0554 2022 vr 02 cewrrsOpy 2022) s ppeGusuntisivin RUICLPUILL KAESTBA ICKAPCTBEHHBI CPEJCTR,
a TAaK)Xe B COOTBETCTBHHU CO CIIEUHGHUKAIUSIMHE, CONIEPKALUTUMUCA B PETHCTPAIIMOHHOM J0ChE CTPaHBI-HMIIOPTEPA.
3anucHu 1o IPOM3BO/ICTBY, YIIAKOBKE H AHATM3Y IPOBEPEHbI; H YCTAHOBICHO HX COOTBETCTBHE TpeGoBaHmsM 11pasui
HaJUIeXaIlel MpOu3BOACTBEHHOI PaKTHKH EBpasHiiCKOro 3KOHOMHUYECKOT0 COI03ay.

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

[Tpumeyanue: IIpooYKT COOTBETCTBYET TpeboBanusm HJI Zaxarouennc: OMOBPEHO

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

IMoaroroeneHo: Ramakarn IIposepeHo: Pardeep Kumar | Opno6petio: Menemxep / PykoBoauTenb
i Amit Kumar A A
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