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

Vill. Khol, Nalzgaiti Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
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Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Hponykr: Keropoa® Jkcmpece (keTopoak) TaGueTKH, Ancneprupyembie B 110J10CTH pTa, 10 mr

' Market / Peinok :Russia / Poccns
Batch No / ) Batch Quantity / 3600000 tab /
Cepus Ne s VEsois O6bem cepuu " 3600000 Tab
Analytical Repo:‘t No/ . 040002939206 Date of Analysis/ . 23052025
AHaaHTHYecKHHA oTyeT Ne Jara ananu3za
Date of Manufacture / . 04/2025 Date of Expiry / . 03/2027
Jara npoM3BoAcTBa T'onen go
Mfg. License No. / | MA number: / . JITI-Ne(004669)~(PT -
IIpousBofcTBEHHASA : MNB/05/263 :

Homep PY RU)

Jnensns Ne

| Analysis performed according ND: / Ana/in3 nposeaeH no HJT: JII-Ne(004669)-(PT-RU)-190224

Page 1 0of9/Crp.1 u39

No . .
No Test / IlokazaTenn Results / PesyabTaTsl Specification / Hopma
1 Description / Onncanue Light yellow round flat beveled Light yellow round flat beveled tablets
tablets with "'[" debossed on one with "|" debossed on one side. / Kpyrunete
side. / Kpyrnble IiIockue utockue TabneTku ¢ (ackoi, CBETNo-
TadJeTku ¢ Gackoi, CBETIO- JEJNTOro HBETa C IPaBUPOBKOH «I» Ha
)KeJITOrO LBETA C IPaBUPOBKOM OJHOU CTOPOHE.
«l» Ha OJTHOM CTOPOHE.
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). / V®-cnexTpsl IOTJOLIECHUST
HCILITYEMOTO  pacTBopa M pacTBopa
cTaHmapTHOro  obpa3na  KeTopolnaka
TpoMeTaMHHa IOJKHEI HMETb
MakCHUMYMb! TIpH OJHOH U TOi Xe IJInHE
BOJIHBI (+ 2 HM).

Remarks: The Product conforms to ND/

Conclusion: APPROVED /

[pumeyanue: [Ipogykt cooTseTcTBYET TpebGoBanusam HJ 3akawuenne: OJOBPEHO

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

IMoaroroeneno: Pravesh Rana | Iposepeno: Pardeep Kumar | Ono6peno: Menemxkep / IFyKOBO)_II/ITeJ'[L
¢ S Amit Kumar - g

Reprint Date / Reprint Date / Reprint Date / .

Jara: 23.05.2025 Jara: 23.05.2025 Jlara: 23.05.2025

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
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CERTIFICATE OF ANALYSI

Dr. Reddy's Laboratories Ltd.
Formulation Unit-6
Vili. Khol, Malagarh Road, Baddi,

S Disti. Solan, H.P., 173 205, INDIA
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'Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
IIpoxyxr: Keropoa® Dkenpece (keTopoJiak) Tab/IeTKH, JHCHEPrUpYeMblIe B NOJOCTH PT4a, 10 mr

Market / Poirok :Russia / Poccus
Batch No / ‘ Batch Quantity / 3600000 tab /
Cepusn Ne e O6bem cepun " 3600000 Tab
Analytical Repo\}‘t No/ . 040002939206 Date of Analysis / . 93.05.2025
AHanuTHYeCKHM 0T9eT Ne JlaTta anannza
Date of Manufacture / . 04/2025 Date of Expiry / . 03/2027

| JlaTa npoH3BOACTBA | I'onen no
Mfg. License No. / . .
IlponsBoacTBEHHAs : MNB/05/263 it ULl : JITI-Na(004669)-(PT"-

Homep PY RU)

JHUeH3uA Ne

_Analysis performed according ND: / Ananu3 nposeaes no H/L: JITI-Ne(004669)-(PT-RU)-190224

Page2 of 9/C1p. 2 u3 9

No

No Test / [lokazaTenb

Results / PesyabTaTsl

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). / Bpems ylepxuBaHusA
OCHOBHOIO [HMKa Ha XpoMarorpamme
UCMLITYEMOrO pacTeopa NOJDKHO
COOTBETCTBOBATH BPEMEHH YJEPXKHUBAHUA
OCHOBHOIO [HKa Ha XpoMaTorpaMmme
pacTtBOpa CTaHAapTHOTO obpazua
KETOpoJlaka ~ TpoMeTaMHHA  (pasgen
«KoJInUeCTBEHHOE ONpeNeNeHUE).

Retrks, Thie Product vunluis (o ND/

IMpumeuanue: IIpoaykr cooreeTcTBYET TpeboBaHusm HJJ

Conclusion: APPROVIID /
Zaxawuenune: OJJOBPEHO

Jara: 23.05.2025

Jara: 23.05.2025

Prepared by / Checked by / Approved by: Manager/Executive /
IoarorosnieHo: Pravesh Rana |/ [Mpoeepeno: Pardeep Kumar | Omobpeno: MeHemkep /Fyxoso,umenb
/ 7 Amit Kumar . A _—
sl == e
h— A
Reprint Date / Reprint Date / Reprint Date /

Jara: 23.05.2025

Registared Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 29299, Email: mail@drreddys.com

CIN: L85195AP1284PLCO04507
www.drreddys.com




Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS

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

Vill. Khol, Nalagarh Road, Baddi,
Disti. Solan, H.P., 173 205, INDIA
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Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg

Ipoaykt: Keropoa® Dkcnpecc (keTopoiak) Tab/ieTKH, IHCHEPrHpyeMble B OJOCTH pra, 10 mr

Market / PoiHok :Russia / Poccust

Batch No / ) Batch Quantity / 3600000 tab /

Cepus Ne { b O6bem cepun " 3600000 Tab

Analytical Repovrt No/ - 040002939206 Date of Analysis / . 93.05.2025

AHanuTHYeCcKMH oTueT Ne JaTa apannsa

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

Jlara npou3BoacTea I'oaen o

Mfg. License No. / ] Y

IIpouzBoacTBEHHAS : MNB/05/263 S MU DO s R EORT0C0)=(HI
Homep PY RU)

auuneH3us Ne

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

Page30f9/Crp.3 n39

No

No Test / ITokazaTesb Results / PesyabTaTbl Specification / Hopma
Butylhydroxyanisole / Complies / CooTBeTcTBYET The retention times of 2-
Bymunzuoporcuanuson 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). / Bpewmena
yIaep>KUBaHHUA ITHKOB
2-0yTWITHAPOKCHAHU30]1a "
3-0yTHIrUAPOKCUAHU301A Ha

XpoMaTorpaMme UCTILITYEMOro pacTBopa
JOJDKHBL  COOTBETCTBOBAaTb  BpEMEHaM

yIep)KUBAHUS ITHKOB
2-6yTWITMAPOKCHAHU301a u
3-0yTUNTMAPOKCUAHU30J1a Ha

XpoMarorpaMMme pacTBopa CTaHAApTHOTO
obpasia 6yTunruapokcHaHuzoa (pasaen
«Copepxanne
OYTHJITHAPOKCHAHU30aY).

Remarks: The Product conforms to ND/
ITpumeuanue: [TponykT cooTBeTcTBYET TpeboBanuam HII

Conclusion: APPROVED /
3akmwuenue: OJOBPEHO

Prepared by / Checked by /
[Moarororneno: Pravesh Rana f ITporepeHo: Pardeep Kumar

Approved by: Manager/Executive /
Ono6peno: Menemkep / Pykosonurens
Amit Kumar —

y Q\QL:‘ /\/:/
Reprint Date / Reprint Date / Reprint Date / !
Jata: 23.05.2025 Hara: 23.05.2025 Hara: 23.05.2025

Registared Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2939, Email: mail@drreddys.com
CIN: L85195AP1884PLCO04507

www.drreddys.com
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Dr. Reddy's Laboratories Ltd.
Formulation Unit-6

Vitl. Khol, Nalegarh Road, Baddi,
Disic. Sofan, H.P., 173 205, INDIA

CERTIFICATE OF ANALYSIS 5 s
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Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
TIpoaykr: Keropoa® Jkcnpece (kKeTopoaak) Tab/eTKH, AHCIepripyemsie B nosocty pra, 10 mr

Market / Poinok :Russia / Poccus

Batch No / . Batch Quantity / 3600000 tab /

Cepns Ne - V2300982 O6nem cepun " 3600000 Tab

Analytical Report No/ - 040002939206 Date of Analysis / - 93.05.2025

AHanuTH4YecKHH oTueT Ne JlaTa anaam3a

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

Jara npou3BoaAcTBa S | I'omen no

Mfg. License No. / . .

IIpon3BoaAcTBEHHAS : MNB/05/263 AT M . JII-Ne(004669)-(PT-
Homep PY RU)

JIHIEeH3 st Ne

Analysis performed according ND: / Arasus nposesen no HJL: JII-Ne(004669)-(PI'-RU)-190224

Page4 of 9/ Crp. 4 u3 9

i.g Test / [loxasaTeJb Results / PesynbTaThl Specification / Hopma
3 Average weight / Cpeansis 69.7 mg / 69.7 mr 67.2 mg to 72.8 mg (70.0 mg + 4.0 %). /
mMacea 3 Ot 67,2 mr o 72,8 mr (70,0 Mmr + 4,0 %).
Complies / CooTBETCTBYET
Uniformity of weight / 18/20 tablets - not more than + 10 %;
OnHOpPOAHOCTb Macehl 2/20 tablets - not more than + 20 %. /
18/20 Tabnetok — He ©Oonee = 10 %;
2/20 Tabnerok — He 6onee = 20 Y.
4 Disintegration time / 00 min 24 sec / 00 MuH 24 cex Not more than 3 min. / He 6onee 3 Mum.
Pacnagaemoctb
5 Dissolution / PacTBopenne Unit-1/ Ta6a-1 98 % Not less than 75% (Q) of
R C1sH1aNO3+C4H 1 1NO3 (ketorolac
Unit-2 / Ta6n-2 96 % tromethamine) in 15 min. / He Menee
Unit-3 / Ta6n-3 98 % 75 % Q Ci5H;3NO3+C4H11NO3
. (keTOopoJsiaka TPOMETAMUH) Yepe3 15 MuH.
Unit-4 / Tabn-4 96 %
Unit-5 / Tabn-5 97%
Unit-6 / Tabn-6 97%

Remarks: The Product conforms to ND/

[Tpumeuanue: [IpoaykT cooTBeTcTRYeT TpeboBanusam HJ[

Conclusion: APPROVED /
Zakawuenne: OJJOBPEHO

Prepared by / 7
ITonrorosneno: Pravesh Rana Z

Checked by /
[posepeno: Pardeep Kumar

-

Approved by: Manager/Executive /
Ono6peno: Menemxep / Pykosoautesnb

Amit Kumar s
/\/ —

Reprint Date /
Hara: 23.05.2025

Reprint Date /
Jata: 23.05.2025

Reprint Date /
Jara: 23.05.2025

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: L85195AP1284PLC0O04507

www.drreddys.com
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CERTIFICATE OF ANALYSIS

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

Vili. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
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Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykt: Keropoa® xcnpecc (keTopoaak) Tab1eTKH, AHCIEPrHpyeMble B MOJOCTH PTa, 10 mr

Market / Poinok :Russia / Poccus

Batch No / . Batch Quantity / 3600000 tab /

Cepusi Ne Ry O6Bem cepun " 3600000 Tab

Analytical Repoﬂ No / . 040002939206 Date of Analysis / . 93.05.2025

AHajnuTH4YecKnii oTueT Ne Jarta ananusa

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

Jara npoH3BOACTBA I'ogen o

Mifg. License No. / ) .

Ipon3BoacTBeHHAs : MNB/05/263 S numbersy ; JIL-Ne(004669)-(PT-
Homep PY RU)

aunenzus Ne

Analysis performed according ND: / Ananus nposejen no HJL: JITI-Ne(004669)-(PI'-RU)-190224

PageS5of 9/Crp.Su3 9

1;.? Test / [lokasaTenb Results / PesyabTaTh! Specification / Hopma
6 Particle size distribution / Complies / CooTBETCTBYET A uniform suspension passing through a
JicnepcHOCTD 710 um sieve is formed. / O6pa3syerca
OIHOPOAHAs CYCIEH3Hs, MPOXOAsIas
CKBO3b CUTO C pa3MepoM OTBEpPCTUH
710 MKM.
7 Impurities / IIpumecu

1-hydroxy analog of
ketorolac: /
1-rugpokcuaHanor
KeTopoJaKa

1-keto analog of ketorolac /
1-KeToaHanor KeTopoJaKa

unidentified impurity /
eNUHUIHAS
HeHAeHTUDUIIMPOBAHHAsS
npHUMech

Below LOQ (LOQ =0.032%) /
Hmxe npenena KOJWYECTBEHHOTO
onpepenenns (ITKO = 0.032 %)

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

0.04%

not more than 0.8 %; / ue 6osee 0,8 %,

0.02%

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

total impurities /
CyMMa NpUMecei

0.1%

not more than 1.0 %. / ve 6onee 1,0 %.

8 Water content /
CoaepixaHne BOABI

34 %

Not more than 7.0 %. /
He 6o1ee 7,0 %.

Remarks: The Product conforms to ND/

[pumeuanwue: IIpoaykT cooTBeTcTByeT TpeboBanusam H/T

Conclusion: APPROVED /
3axnwuenne: OJJOGPEHO

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

IMonrorosneno: Pravesh Rana /| Iposepeno: Pardeep Kumar | OgoGpeno: Menemxep / Pe-‘KOBOILPITeJ'[B
/ [ Amit Kumar N

Reprint Date / Reprint Date / Reprint Date /

Hara: 23.05.2025 JHara: 23.05.2025 Jara: 23.05.2025

Registared 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 ANALYSI

Dr. Reddy's Laboratories Ltd.
Formulation Unit-6
Vill. Khol, Nalagarh Road, Badd,

S Distt. Solan, 4.P.,, 173 205, INDIA

CEPTUOUKAT AHAJIU3A
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Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Hponykt: Keropoa® dxenpece (keroposiak) Tabiaerkn, Aucneprupyemsie B M0JOCTH PTa, 10 mr

Market / Puinok :Russia / Poccust

Batch No / ) Batch Quantity / 3600000 tab /

Cepusa Ne s EP0gee O6beM cepin " 3600000 Tab

Analytical Repovrt No/ . 040002939206 Date of Analysis / . 93.05.2025

AHaguTHYECKHI oT4eT Ne JaTta anaausa

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

Jara npon3BoacTea Togen go

Mfg. License No. / . o

IIpou3BoACTBEHHAS : MNB/05/263 Sk membel . JII-Ne(004669)-(PT-
Homep PY RU)

JHIeH3us Ne

Analysis performed according ND: / Anaaus nposeaen no H/L: JII-Ne(004669)-(PT-RU)-190224

Page 6 of 9/ Crp. 6 m3 9

1}? Test / IlokasaTennb Results / PesyabTaThl Specification / Hopma
9 Residual solvents / OcTaTouHbie OpranHyecKHe pacTBOPUTEH .
Isopropyl alcohol / 6 ng/tab/ Not more than 350 pg/tab. /
HzonpomnaHon 6 MKT B TabneTke He 6osiee 350 MKr B TabneTke.

10 | Microbiological purity*/ MukpoGuoJornyeckasi YucTora™

Total Aerobic Microbial
Count / oO1ee 4kcio

not more than 103 CFU/g; /
He 6onee 10° KOE/T;

OaHopoAHOCTD
N03MPOBAHHbLIX €AUHHLL

NA
a3pOOHBIX MUKPO-
OpraHU3MOB
Total Combined Yeast and not more than 10> CFU/g; /
mold count / o61ee 4ucIo NA He 6onee 10% KOE/T;
IPOXOKEBBIX Y TUIECHEBBIX
rpudor
Escherichia Coli NA shell be absent in 1 gram. /
OTCYTCTBUE B 1 T.
11 Uniformity of dosage units / 4.0 Acceptance value (4V) not more than

15.0 TlokasaTensb npuemieMocTH (47)
noJbkeH ObITh He 6oee 15,0.

Remarks: The Product conforms to ND/
[Ipumeuanue: [TpoayKT cooTBeTCTBYET Tpebosanusam HJI

Conclusion: APPROVED /
Zakmouenne: OJOBPEHO

Prepared by /
TMonrorosnedo: Pravesh Rana

-]

Checked by /
[poeepeno: Pardeep Kumar

Approved by: Manager/Executive /
Opobpeno: MeHepxep f’kuKOBO)_'lI/lTeJ'[L

Amit Kumar /\,/

Reprint Date /
Hara: 23.05.2025

Reprint Date /
Jlara: 23.05.2025

Reprint Date/ *

Hara: 23.05.2025

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
IN- | RE1Q5APTARAPI £NNA5NT7

www.drreddys.com




Dr.Reddy’s “:’.

CERTIFICATE OF ANALYSIS

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

Vill. Khol, dialagarh Road, Baddi,
Diste. Solan, H.F., 173 205, INDIA

CEPTU®UKAT AHAJIH3A  °
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Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
HpoayxT: Keropon®™ Ixcnpece (keTopoaax) TabieTKH, JHcneprupyeMsie B I0J0CTH PTa, 10 mr

Market / Prinok :Russia / Poccus

Batch No / _ Batch Quantity / 3600000 tab /

Cepus No N O6beM cepun " 3600000 Tab

Analytical Repovrt No/ . 040002939206 Date of Analysis / . 93.05.2025

AHaIUTHYEeCKHH oTdeT No Jara anannza

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

JaTa npou3BoacTBa I'ogen g0

Mfg. License No. / i

IIpon3BoaCTBEHHAS : MNB/05/263 MA number: / : SINE=NE(04655) (kL
Homep PY RU)

adnensus Ne

Analysis performed according ND: / Anaans nposeien mo HJL: JII-Ne(004669)-(PT-RU)-190224

Page 70f9/Ctp. 7 139

desiccant/HDPE) foil // (PE/AL)
foil. 2 blisters with patient
information leaflet in a carton
pack. / Ilo 10 Tabnerox B
6mncrepe w3 (ITIA/AJVIID ¢
praronorjgoruresieM/IT5BIT)
doneru // (II3/AJT) poneru. Ilo
2 6aucTepa BMECTE C JIUCTKOM-
BKJIaIbILIEM B nayky
KapTOHHYIO.

1}3 Test / [loxazaTennb Results / PesyasTaTsl Specification / Hopma
12 Assay / KoninyecTBeHHOe 10.0 mg / 10.0 mr From 9.0mg to 11.0 mg of
onpefesieHue (100.2 %) Ci5H13NO3°C4H 1NO; (ketorolac
tromethamine) (from 90.0 to 110.0 % of
the label claim) per tablet. / Ot 9,0 mr 10
11,0 MI C15H13NO3‘C4H1 1NO3
(keToponaka TpometamuH) (ot 90,0 1o
110,0 % OT 3asBIEHHOTO KONN4YECTBA) B
TabNeTKe.
13 | Butylhydroxyanisole 0.0897 mg/tab / Not less than 0.042 mg/tab. /
content / Coaep:kanue 0.0897 mr B Tabnetke He meunee 0,042 mr B TabneTke.
Gy THIrHAPOKCHAHH30J1A
14 | Package description / 10 tablets in a blister of | 10 tablets in a blister of (PA/AL/PE with
OnucaHue YIaKOBKH (PA/AL/PE with | desiccant/HDPE) foil / (PE/AL) foil. 1 or

2 blisters with patient information leaflet
in a carton pack. / Ilo 10 TabneTox B
Gnucrepe u3 (FMMA/AJVITID €
srnaronornoTutenem/I1OBIT) doneru //
(IT2/AJT) doneru. Mo 1 unm 2 6amctepa
BMECTE C JIMCTKOM-BKJIaJbILIEM B Ma4Ky
KapTOHHYO.

Remarks: The Product conforms to ND/

ITpumeuanne: [Tpoaykr cooTBeTcTBYET Tpebopanusm H/L

Conclusion: APPROVED /
Sakawuenune: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[Toaroroeneno: Pravesh Rana IIposepeno: Pardeep Kumar | Onobpeno: Menemxep / Pykopoaures
Z Amit Kumar N =
\'.:;[._ = II S
Reprint Date / Reprint Date / Reprint Date /

Jata: 23.05.2025

Hara: 23.05.2025

Jara: 23.05.2025

Registared 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: L85195AP1284PLC0O04507

www.drreddys.com




® Dr. Reddy's Laboratories Ltd.
(4 . .
Formulation Unit-6
) ®
DI". Reddy S '.. Vill. Khol, Nalagarh Road, Baddi,
CERTIFICATE OF ANALYSI§  Distt: Solan, .2, 173 205, INDIA
CEPTUOUKAT AHAJIN3A o i #9198166 5500102

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg )
TIpoayxT: Keropoa® Jkenpece (keroponak) TabaeTkH, AHCHepPrupyemble B N0J0CTH PTa, 10 mr
Market / Poinox - :Russia / Poccus
Batch No / . Batch Quantity / 3600000 tab /
Cepus Ne SRS O6nem cepun " 3600000 Tab
Analytical Repo:‘t No/ . 040002939206 Date of Analysis / . 93.05.2025
AHalIMTHYeCKHH oTueT No JlaTa ananusza
Date of Manufacture / - 04/2025 Date of Expiry / . 03/2027
Jara npou3BoacTBa _ T'oxen 1o
Mfg. License No. /. . .
ITponsBoacTBEHHAS : MNB/05/263 N Eemhea : RIS (10 G0S= I
Homep PY RU)
JHueH3Ha Ne
Analysis performed according ND: / Ananus nposejen no HJL: JITI-Ne(004669)-(PT'-RU)-190224

Page 8 of 9/ Ctp. 8 w3 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 JIEKAPCTBEHHOr0 NPeNapaTa KOHTPO/Ib KA4YeCTBA M0 nokazaTenio «MukpobHooruiecKas
YHCTOTA» MPOBOAUTCS A5t Kaxca0ii 20-0ii cepuu, WM 119 O[HOH CepHH B roj, B 3aBUCHMOCTH OT TOro, T
HACTYIUT paHblle.

API name / HaumenoBanne APC: Ketorolac tromethamine / Ketoponaka TpometamMun

INN / MHH: Ketorolac / Ketoponax

API manufacturer batch number / ABRE009903

Howmep cepnn npoussogutensa ADC:

FP Manufacturer API Batch number /

Howmep cepun cyOcTaHIHH NPOH3BOAHTENN FESA00034

TJI®:

API Manufactured by & country / Dr. Reddy's Laboratories Ltd., India /
Iponssoaurenn A®C, crpana: I-p Pepau'c JlaGoparopuc JIta., 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) /

HaumenosaHue, aapec, JHHEH3HS 11 JI-p Pennn’c JlaGoparopuc JIta., Unaus, [IpousBoacTBeHHO®
IlpouszBoacTBenHas niomaaka / Ilnomagxa noapasaenenue-6, Bumn. Kxonb, Hanarapx Poyn, bapau, Jluctpukr
KOHTpOJIsA KavecTBa / Ilnomaaka Beimycka Coman, X.II., 173205, MUnpus (muuensus nomep 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 /
ITpumeuanue: Ipoaykr cooTBeTcTBYeT Tpedosanuam HJI 3axmouenne: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
IToaroroenexo: Pravesh Rana / Iposepeno: Pardeep Kumar | OnobpeHo: Menemxep / PykoBoauresns
: Amit Kumar T

4 ‘_:l—/: IJ.\_ e
Reprint Date / Reprint Date / Reprint Date /
Hara: 23.05.2025 Hara: 23.05.2025 Hara: 23.05.2025

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: L85195AP1284PLC0O04507
www.drreddys.com




Dr. Reddy's Laboratories Ltd.

Qe } i
? ) Formulation Unit-6
Dr. Reddy S ‘.0. Vill. Khol, Nalagarh Road, Baddi,
CERTIFICATE OF ANALYSIS Distt. Solan, H.P., 173 205, iNDIA
CEPTH®HKAT AHAJIM3A _Te_’l =__+91 9816_5 55901‘02

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg ]
IMponykr: Keropoa® Dkenpece (keToposiak) TaG/ieTkH, ANCepriupyembie B H0J0CTH pra, 10 Mr
‘Market / Peinok :Russia / Poccus

Batch No / . Batch Quantity / 3600000 tab /

Cepus Ne A s O6bem cepun " 3600000 Tab
Analytical Repovrt No/ . 040002939206 Date of Analysis / . 23.05.2025
AHanuTHYeCKHH oTYeT No . Jara aHaju3a

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

JaTa npoH3BOACTBA Tomen go

Mfg. License No. / ] o
Ipou3BoacTBeHHAs : MNB/05/263 S Dumbesl : JIXI-Ne(004669)-(PT-

Homep PY RU)
JHneH3usa Ne
Analysis performed according ND: / Ananns nposegen no HJL: 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».

3aki049eHHe 0 cooTBercrBuy: «HacTOAIMM s MOATBEPXIAIO, YTO [PHBE/CHHAS BBIIIE HHOOPMAIUA ABJIAETCS
JOCTOBEPHOH M TOYHOH. DTa cepHs MpOAYKIMH NPOU3BENCHa (BKIIOYAs YNAKOBKY (MapKMPOBKY) M KOHTPOJb
KauecTBa) HA BHIUEYKA3aHHOW MNPOM3BOACTBEHHOM IUIOmanKke (IUIOMIAAKax) B IIOJHOM COOTBEICTBHH C
TpeGoparmamu [IpaBui HajIeXamed NPOM3BOACTBEHHON NpakTHKK EBpasuiickoro skoHomudeckoro corosa (Ne
GMP/EAEU/RU/00554-2022 ot 02 centsa6pst 2022) u TpeOGoBaHUAMH KOHTPOJISI KAY€CTBA JICKAPCTBEHHBIX CPE/ICTB,
a TaKkXe B COOTBETCTBHH CO CIENHMUKAIAAME, COACPKAIUMHUCI B PETUCTPALHOHHOM JOCBE CTPAaHBI-UMIIOpTEPA.
3aIKCH IO IPOM3BOJICTBY, YIAKOBKE M aHANA3Y IIPOBEPEHEL, H YCTAHOBIIEHO X COOTBETCTBHE TpeOoBanusM ITpaBui
HajJIeXale Mpou3BOICTBEHHON IIPaKTUKH EBpa3sHiCKOTr0 SKOHOMHUYECKOTO COI03a».

Remarks: The Product conforms to ND/ Conclusion: APPROVED /
ITpumeuanue: Ilpoaykr cootBeTcTBYeT TpeboBanuam H/T 3axmoyenne: OJJOGPEHO
Prepared by / Checked by / Approved by: Manager/Executive /

IMoarorosneno: Pravesh Rana ! TIposepeno: Pardeep Kumar | Omo6peHo: Menemxkep / Pykosoaurens

[ . Amit Kumar /\/ _—

Reprint Date / Reprint Date / Reprint Date /
Jarta: 23.05.2025 Jara: 23.05.2025 Jara: 23.05.2025
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Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
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