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Dr. Reddy's Lapboratories Ltd.
Formulation Unit-6
Vill. Khol, Nalagarh Road, Baddi,

CERTIFICATE OF ANALYSIS Distt. Solan, H.P., 173 205, inNDIA
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Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Tponykt: Keropoa® Ixcnpece (keTopoJiak) TabaeTKH, JHCIEPrupyemMbie B N0JI0CTH pTa, 10 mr

Market / Poinok

:Russia / Poccust

Batch No / ) Batch Quantity / 3600000 tab/

Cepns Ne § V2500459 O61bem cepun ~ 3600000 Tab

Analytical Repo:’t No/ - 040002855838 Date of Analysis / - 91.03.2025

AHajmuTHyecknii oTueT No Jarta apannza

Date of Manufacture / - 03/2025 Date of Expiry / . 02/2027

JlaTra mpou3BOACTBa T'onen mo

Mifg. License No. / . .

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

JnneH3us Ne

Analysis performed according ND: / Anaaus nposeaes no HJI: JITI-Ne(004669)-(PT-RU)-190224

Page 1 of9/Crp. 1 m39

No . 3

N Test / [loka3aTenanb Results / PesynbTaThbl 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. / Kpyrisie
side. / Kpyrnele niockue mwiockue TabneTku ¢ Qackoit, cBetno-
Tabnetku ¢ dackoi, cBeTIo- JKEJITOTO 1[BETAa C I'PaBHPOBKOH «l» Ha
JKEJITOTO LIBETa C IPaBHPOBKOH OIHOIi CTOpOHE.
«l» Ha OIHOH CTOpOHE.

2 | Identification / HNaenTudmkauns

Ketorolac / Kemoponax

Complies / CooTBeTCTBYET

UV spectra of the test solution and
ketorolac tromethamine standard solution
should have peaks at the same wavelength
(= 2nm). / Y®-cieKTpbl NOMIOILIEHUA
HCIIHITYEMOrO pacTBOpa U pacTBopa
cTangapTHoro  obpasua  KeTopoJiaka
TpOMeTaMHUHa JOJDKHBI HMETh
MaKCUMYMBI TIpH OJHON U Toil Xe auue
BOJIHBI (£ 2 HM).

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

ITpumeyanue: [IpoayKT coorseTcTBYeT TpeboBanusam HI 3axmouenne: OJJOBPEHO

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

[TonroroBneno: Rama kant [Tposepeno: Santosh Kumar | Opgo6peno: Menemxep / Pykosoauntesnb

Maurya Amit Kumar L

L % e

Reprint Date / Reprint Date / Reprint Date / !

Jara: 21.03.2025 Jara: 21.03.2025 Jara: 21.03.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hvderabad - 500034, Teiangana, Ingi

51

Tel: 491 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com

CIN: L8S195AP L1984PLCNOAS0Y
wiw.ditedays.com
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CERTIFICATE OF ANALYSIS

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

Vill. Khol, Malagarh Road, Baddii,
Distt. Solan, H.P., 173 205, iNDIA

CEPTHO®UKAT AHAJINU3A

Tel: +91 98166 56001-02

s drreddys.com

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

Ipoaykr: Keropon® Jxcenpecc (keroposiak) Ta6/ieTKH, AMCIePTHPYEMbIe B 10I0CTH pTa, 10 Mr

Market / Poinox :Russia / Poccus

Batch No / ‘ Batch Quantity / . 3600000 tab /

Cepnsa Ne + V2500459 O6bemM cepun " 3600000 Tab

Analytical Repourt No/ - 040002855838 Date of Analysis / . 91.03.2025

AHanuTH4ecknii oTuer Ne JaTa anaianza

Date of Manufacture / - 03/2025 Date of Expiry / - 02/2027

Jara nponisoacTBa TI'ogen go

Mifg. License No. / . .

ITpon3sBoacTBEHHAS : MNB/05/263 S HUmLETRY y e SISO SRS
Homep PY RU)

Jduen3ns Ne

Analysis performed according ND: / Ananu3 npoBegen no H/I: JITI-Ne(004669)-(PT-RU)-190224

Page2of 9/Crp.2 m3 9

No
Ne

Test / [loka3aTenanb

Results / PesyabTaTsbl

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 ynepxuBaHuA
OCHOBHOTO IMHKa HAa XpoMmarorpamme
HCTIBITYEMOTO pactBopa IOJIKHO
COOTBETCTBOBAThH BPEMEHU YIEPKUBAHUA
OCHOBHOIO IHKa Ha XpoMaTrorpamme
pacTtBopa CTaHAapPTHOTO oOpasiia
KeTopoJiaka  TpoMmetramuHa  (pasgen
«KonuyecTBeHHOE OTIpENCIIEHHEY).

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

I'lpumeuanue: [IpogykT cooTBeTcTRYET TpeboBanuaM HJT 3axmouenne: OJJOBPEHO

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

IMoarotoeneHo: Rama kant ITposepeno: Santosh Kumar | Opobpeno: Menemkep / PykoBoauTens

Maurya @ Amit Kumar -

e — \I/\//

Reprint Date / Reprint Date / Reprint Date / y

Hara: 21.03.2025 Jara: 21.03.2025 Jara: 21.03.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hvderabad - 5000634, Teiangaia, india
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com

CIN: L8Z195API1S84PLCOOAS07
www.drreaays.com




Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS "'

Dr. Reddy's Laporatories Lid,
Formuiation Unit-5
Vill. Khot, Malagarh Road, Baddi,

Distt. Solan, H.P

173205, IM

E001-02

CEPTU®UKAT AHAJIU3A

WL Arredays.cam

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Mpoxykr: Ketopoa® Dxcnpece (keTopoaax) TabaeTkH, Iucrneprapyemole B 0JI0CTH pTa, 10 mr

Market / Puinok :Russia / Poccus

Batch No / ) Batch Quantity / 3600000 tab /

Cepus Ne - V2500459 O0nem cepHH " 3600000 Tab

Analytical Repovrt No/ - 040002855838 Date of Analysis / . 21.03.2025

AHa/IHTHYeCKMH oTueT No Jlara anaanza

Date of Manufacture / . 03/2025 Date of Expiry / - 02/2027

Jara npousBojcTea T'open g0

Mifg. License No. / . .

IlponsBoacTBeHHAN : MNB/05/263 L SUD T oy : JIII-Ne(004669)-(PT -
Homep PY RU)

JMHueH3ns Ne

Analysis performed according ND: / Ananus nposeaen nmo HJI: JIII-Ne(004669)-(PT-RU)-190224

Page3 of9/Crp.3 u39

butylhydroxyanisole and
butylhydroxyanisole peaks on

2-6YTHIITHIPOKCHAHH30J1A
3-6yTHNTHAPOKCHAHH301A

«Conepxanue
OYTUNTHAPOKCHAHU30JIA»).

i.g Test / [TokasaTensb Results / PesyabTaThl Specification / Hopma
Butylhydroxyanisole / Complies / CooTBeTCTBYET The retention times of 2-
Bymunaudporcuaruson butylhydroxyanisole and 3-

butylhydroxyanisole peaks on the

chromatogram of the test solution should
correspond by the retention times to 2-

gm
the

chromatogram of butylhydroxyanisole
standard solution ("Butylhydroxyanisole

content" section). / Bpewmena
yIep)KUBaHHUSA ITHKOB
2-6yTUNruApOKCHaHK301a n
3-6yTUNruaApOKCHaHK30M1a Ha

XpOMaTOrpamMMe HKCIBITYEMOTO pacTBOpa
OOJDKHBI  COOTBETCTBOBAaTb  BpEMeEHaM
yIep)KUBaHHs MHKOB

H
Ha

XpoMaTorpaMMe pacTBOpa CTaHAapTHOTO
obpazua OyTunrunpokcuaHuzona (pasen

Remarks : The Product conforms to ND/
Ipumedanue: IIpoayKT COOTBETCTBYET tpeboBanusam HJI

Conclusion : APPROVED /
3axkmwuenne: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[loarorosneno: Rama kant [Mpoeepeno: Santosh Kumar | Onobpeno: Menemxkep / PykoBoauresib
W' Maurya 4 Amit Kumar 1
Reprint Date / ' Reprint Date / Reprint Date / J
Jara: 21.03.2025 Jlara: 21.03.2025 Jara: 21.03.2025
Registered Office: 8-2-337, Road No. 3, Banjara Rills, Hyclorabad - 505634, Tatangana, Indin
Tel: +91 40 400 2900, Fax: +91 40 4900 2999, Email: maif@drreddys.com

CIN: L85 195 APLYS4PLCUN4507

WL direduy's.com




Dr.Reddy’s ":‘

CERTIFICATE OF ANALYSIS

Dr. Reddv's Laboraiories Ltd
Formulation Unit-6
Vill, Khol, Nalazarh Road, Baddi,

Diztt, Solan, H.P. 173 205, iNDIA

CEPTU®HKAT AHAJIN3A

e -
184 201 25102 2BUL =W

W drredays.com

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykr: Keropoa® Ixcnpece (keropoJiak) TabiaeTkH, AHCIEeprHpyemMble B MoJI0CTH pra, 10 mr

Market / Poinox :Russia / Poccus

Batch No / ) Batch Quantity / - 3600000 tab /

Cepus Ne - V2500459 O0nem cepun " 3600000 Tab

Analytical Repourt No/ - 040002855838 Date of Analysis / . 91.03.2025

AHanuTH4YecKHH oTuyeT Ne JlaTa anannza

Date of Manufacture / - 03/2025 Date of Expiry / - 02/2027

JaTta npoxMzBoacTBa Tonen oo N

Mfg. License No. / ) .

IIpon3BoacTBeHHAS : MNB/05/263 10 Dumbers s SIL-NA((0%£665)=(EL=
Homep PY RU)

JaHueH3usa Ne

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

Page4of 9/ Crp. 4 u39

NNOO Test / IToka3zaTenn Results / Pe3ynbTaThl Specification / Hopma
3 Average weight / Cpeansin 69.0 mg / 69.0 mr 67.2 mg to 72.8 mg (70.0 mg + 4.0 %). /
Macca . Ot 67,2 mr 10 72,8 mr (70,0 Mr + 4,0 %).
Complies / CooTBeTCTBYET
Uniformity of weight / 18/20 tablets - not more than + 10 %;
OaHOpPOAHOCTBL MacChl 2/20 tablets - not more than + 20 %. /
18/20 Tabnerox — He Oonee = 10 %;
2/20 Tabnetox — He Gonee + 20 %.
4 Disintegration time / 00 min 21 sec / 00 MuH 21 cek Not more than 3 min. / He 6onee 3 MuH.
Pacnapaemoctnb
5 Dissolution / PacTeBopenne Unit-1/ Ta6n-1 102 % Not less than 75% (Q) of
. CisH;3NO3+C4H i 1NO;3 (ketorolac
Unit-2 / Ta6n-2 101 % tromethamine) in 15 min. / He MeHee
Unit-3 / Ta6n-3 101% | 75% Q) CisHi3NO3+C4H11NOs
. (keTopoJaka TpOMETaMUH) Uepe3 15 MuH.
Unit-4 / Tabn-4 100 %
Unit-5 / Tabn-5 102 %
Unit-6 / Tabn-6 100 %

Remarks : The Product conforms to ND/
[Ipumeuanue: [Iponykt cooreTcTBYET Tpebosanuam HJL

Conclusion : APPROVED /
Zaxmouenue: OIOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
IloarorosneHo: Rama kant [Mposepeno: Santosh Kumar | Onobpeno: Menemxep / PykoBoautesns
% Maurya @) Amit Kumar p=
RA\ ) A
Reprint Date / ! Reprint Date / Reprint Date / 1
Hara: 21.03.2025 Hara: 21.03.2025 Hara: 21.03.2025

Registered Office: 8-2-3

Tel: 491

, Road No. 3, Banjaia Hills, Hvderabad - 500034, Telangana, Incia

337
40 4900 2909, Fax: +91 50 4200 2999, Email: mail@drreddys.com

CIN: LE5165APLE64PLCUDA507

WYLUATTEn ey 5.Carm




Dr.Reddy’s ‘f:‘

CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories Lid,
Eormulation Unit-6
vVill. Khol, Nelagarh Roan, Baddi,

3 205, INDIA

CEPTHO®UKAT AHAJIN3A

wwL drreddys.com

Product : Ketorol Express (Ketorolac) Orally Disintegrating Tablets 10 mg
Ipoxykt: Keropoa® Dxenpece (keroponak) TabieTkH, IncneprupyemMbie B mosiocT pra, 10 mr

Market / Peinok :Russia / Poccust

Junensas Ne

Batch No / _ Batch Quantity / 3600000 tab /
Cepus Ne ST O0BeM cepau " 3600000 Tab
Analytical Report No/ - 040002855838 Date of Analysis / . 21.03.2025
AHajuTnYecKHii oTueT Ne JaTta anannza
Date of Manufacture / - 03/2025 Date of Expiry / - 02/2027
Jara nponzBoacTBa T'ogen no
Mifg. License No. /

. MA number: /  JIII-Ne(004669)-(PT-
Ilpoun3BoacTBeHnan : MNB/05/263 Howmep PY " RU)

Analysis performed according ND: / Anaius nposegen mo HJI: JITI-Ne(004669)-(PT'-RU)-190224

Page 50f9/Crp.5m39

JAncnepcHocTh

i.:) Test / ITokasaren Results / Pe3yabTaThl Specification / Hopma
6 Particle size distribution / Complies / CooTBeTCTBYET A uniform suspension passing through a

710 pum sieve is formed. / Obpasyercs

OIHOpPOMHAs CYCIEH3UdA, NpoXoAsLias
CKBO3b CUTO C pPa3sMEpOM OTBEPCTHI
710 MKM.

7 Impurities / Ilpumecu

1-hydroxy analog of
ketorolac: /
1-TuApOKCHaHANOT

Below LOQ (LOQ = 0.0032 %)
/ Hixe npenena
KOJIMYECTBEHHOTO OIPEACIIEHHUA

not more than 0.5 %; / He 6o1ee 0,5 %;

Conepkanune BOAbI

KeToporaka (ITKO = 0.0032 %)
1-keto analog of ketorolac / 0.03% not more than 0.8 %; / He 6onee 0,8 %;
1-KkeToaHaNoT KeTopoaKa
unidentified impurity / 0.02% not more than 0.5 %; / ue 6omee 0,5 %;
eIMHHYHas '
HeUIEeHTHHULMPOBAHHASL
NpHUMEChH
total impurities / 0.1% not more than 1.0 %. / He 6onee 1,0 %.
CyMMa [IpuMecei

8 Water content / 22 % Not more than 7.0 %. /

He 6onee 7,0 %.

Remarks : The Product conforms to ND/
ITpumeyanue: Ipogykt cooTBeTcTBYET Tpebosanuam H/I

Conclusion : APPROVED /
3axmouenue: OJJOBPEHO

Prepared by / Checked by /
IToarorosiedo: Rama kant

st

Maurya

ITposepeno: Santosh Kumar

Approved by: Manager/Executive /
Ono6peno: Menemxkep / Pykosoaurens

Amit Kumar /\( L
—_— '7/

) Reprint Date /
Jara: 21.03.2025

Reprint Date /
Jara: 21.03.2025

Reprint Date /
Jara: 21.03.2025

Rosistered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Teiangana, India

Tel: 491 40 4900 2900, Fax: +91 40 4800 2999, Email: mail@drreddys.com
CIN: L85195APLGE4PLCOULS07
W diredays.com
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Dr.Reddy’s ‘;‘

CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories Lid.
Formulation Unit-5

Vill. Khoi, Nalagarh Road, Baddi,
Distr. Solan, H.2,

CEPTHOPUKAT AHAJIN3A

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Iponyxr: Keropon® Sxenpece (ReToponak) TabNeTKH, AACNeprupyemble B 1010cTy pra, 10 mr

Market / Poinok :Russia / Poccus

Batch No / ) Batch Quantity / 3600000 tab /

Cepusi Ne I O6bem cepuu " 3600000 Tab

Analytical Repovrt No/ - 040002855838 Date of Analysis / . 91.03.2025
 AHAJIMTHYeCKHH oTyeT Ne JaTa anannsa

Date of Manufacture / . 03/2025 Date of Expiry / - 02/2027
JlaTa npon3BOACTBA I'ogen xo

Mifg. License No. / . .

ITpousBoacTBeHHAN : MNB/05/263 Sk mumberdy g AI-NE(O02665)=(ET=

Homep PY RU)
JHIeH3Hs Ne

Analysis performed according ND: / Anann3 npoegen no HJI: JIII-Ne(004669)-(PI'-RU)-190224

Page 6 of 9/ Crp. 6 u39

1;.00 Test / [Toka3zaTeb Results / PesynbTaTts! Specification / Hopma
9 Residual solvents / OcraTouHble OpraHnyYecKHe PaCcTBOPUTEIIH
Isopropyl alcohol / 14 pg/tab / Not more than 350 pg/tab. /
Hzonponaxon 14 mkr B Tabnetke He 6onee 350 Mkr B TabneTke.

10 Microbiological purity*/ Mukpo6uoJioruyeckas yucrora*

Total Aerobic Microbial
Count / 0b11ee 4HCIO

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

OaHopoaHOCTb
J03RPOBAHHBIX €AHHHUI]

NA
a3pOOHBIX MUKPO-
OpraHu3MOB
Total Combined Yeast and not more than 10> CFU/g; /
mold count / o61uee yucno NA He 6onee 10> KOE/T;
JIPOMCGKEBBIX U TIECHEBBIX
rpuboB
Escherichia Coli NA shell be absent in 1 gram. /
OTCYTCTBHE B 1 T.
11 Uniformity of dosage units / 6.4 Acceptance value (4V) not more than

15.0 Tloxazarens npuemMieMocTi (AV)
JIoKeH ObITh He Ooee 15,0.

Remarks : The Product conforms to ND/

ITpumeuanue: [lpoaykr cootBercTByeT Tpebopanusm HJ|

Conclusion : APPROVED /
3axmwouenne: OJIOBPEHO

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

Iloarororneno: Rama kant IMposepeno: Santosh Kumar | Ono6peno: Menemkep / Pykoroautens
@N\ud’ ) Maurya @) Amit Kumar \ e
U2~ J— [N~

Reprint Date / ‘ Reprint Date / Reprint Date / :

Hara: 21.03.2025 Hara: 21.03.2025 Hara: 21.03.2025

Resistered Office: 8-2-337, Road No. 3, Banjara Hills, Hvderabad - 5600634, Telangana, Indin
Tel: +91 40 4900 2909, Fax: +91 40 4800 2999, Email: maii@drreddys.com
CiN: L85 195AP156LPLCU0A507

Wi diredays.coim




Dr.Reddy’s “:’

CERTIFICATE OF ANALYSIS

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

Vill. Khol, Malagarh Road, Baddi,
Disit. Solan, H.B., 173 205, INDIA

CEPTUDPUKAT AHAJIM3A

jel YL HEI0b Zhuus

v GITeaays.coin

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Hpoaykr: Keropon® Ixcnpece (keroposak) Tabiaerku, AHCHepruipyeMbie B M0J0CTH pTa, 10 Mr

Market / Poinok :Russia / Poccust

Batch No / ‘ Batch Quantity / 3600000 tab /

Cepus Ne e O6Bem cepun " 3600000 Tab

Analytical Repovrt No/ . 040002855838 Date of Analysis / . 21.03.2025

AHanaTH4YecKHH 0T4eT Ne JaTa aHanu3a

Date of Manufacture / - 03/2025 Date of Expiry / - 02/2027

Jdara npoM3BoacTBa I'onen 1o

Mfg. License No. / ) o

IIpousgoacTBeHHAS : MNB/05/263 AEES Dunher/ g L-e(Q0000)=(HIC
Homep PY RU)

JHneH3nsa Ne

Analysis performed according ND: / Auann3 npoBeaen mo HJ/{: JITI-Ne(004669)-(PI'-RU)-190224

Page70f9/Cip.7 u3 9

desiccant/HDPE) foil // (PE/AL)
foil. 2 blisters with patient
information leaflet in a carton
pack. / Ilo 10 Tabnetox B
6nmcrepe w3 (ITA/AJI/TID ¢
Biaronornotureiem/[15BIT)
doneru // (T13/AJ]) donsru. Ilo
2 Onucrepa BMECTE C JIMCTKOM-
BKJIaJbIIIEM B nayky
KapTOHHYIO.

1;.:) Test / [ToxaszaTennb Results / PesyabTatsl Specification / Hopma
12 Assay / KonnuecTBeHHOE 9.7mg/9.7 mMr From 9.0mg to 11.0 mg of
onpeaejeHue (97.0 %) CisH13NO3*C4H1NO; (ketorolac
tromethamine) (from 90.0 to 110.0 % of
the label claim) per tablet. / Ot 9,0 mMr no
1 1,0 MI C|5H13NO3'C4H| 1NOs
(ketoposiaka TpoMertamuH) (o 90,0 mo
110,0 % oOT 3asBJICHHOTO KOJIWYECTBa) B
TabneTke.
13 | Butylhydroxyanisole 0.0946 mg/tab / Not less than 0.042 mg/tab. /
content / CoaepxaHue 0.0946 mr B Tabnetke He menee 0,042 mr B TabneTke.
OYyTHITMAPOKCHAHHU30J1a
14 | Package description / 10 tablets in a blister of | 10 tablets in a blister of (PA/AL/PE with
Onucanue ynakoBKH (PA/AL/PE with | desiccant/HDPE) foil // (PE/AL) foil. 1 or

2 blisters with patient information leaflet
in a carton pack. / Ilo 10 tabnerok B
6nucrepe u3 (TTA/AJI/TID c
snaronornorurenem/IIOBIT) donerun /
(I13/AJ1) doxsru. Tlo 1 unu 2 6aucTepa
BMeECTe C JINCTKOM-BKJIAJbIIIEM B IAYKy
KapTOHHYIO.

Remarks : The Product conforms to ND/
ITpumevanue: [TpogykT cooTBeTcTBYET TpeboBanusam HJI

Conclusion : APPROVED /
3axmoyenne: OJTIOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[Toarorosneno: Rama kant [Tpoeepeno: Santosh Kumar | Onobpeno: Menemwkep / PykoBoauTesns
‘ Maurya ( Amit Kumar L
m@ = —~— /\( _—
Reprint Date / ‘ Reprint Date / Reprint Date / '
Hara: 21.03.2025 Jara: 21.03.2025 Jlara: 21.03.2025

Registered Office: 8-

2-337, Road Me. 3, Banjara Hills, Hyderabad - 500034, Telangana, India

Tol: +91 40 4800 2900, Fay: +91 40 4900 2999, Email: maii@drreddys.com

CiN: L85195AP L983PLCU04507
WY I Tednys.Com




Dr. Reddy's Laboratories Ltd.

Qe
( °® Formulation Unit-6
Dr. Reddy s q'. Vill. Khol, Nalagarh Road, Baddi,

Distt. Sola, H.P., 173 205, HNDIA
001-02

CERTIFICATE OF ANALYSIS """/ .
CEPTUOUKAT AHAJTU3A www.drreddys.com

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
HpoaykT: Keropon® Ikcnpece (keToposiak) Tab/1eTKH, AHCNEPrHPYeMbIe B OJIOCTH pTa, 10 Mr i
Market / Poinok :Russia / Poccus

Batch No / . Batch Quantity / 3600000 tab /

Cepus Ne Rl O6beM cepun " 3600000 Tab
Analytical Repo‘}'t No/ . 040002855838 Date of Analysis / - 21.03.2025
AHanuTH4ecKHi oTueT Ne JaTta anaau3a B

Date of Manufacture / - 03/2025 Date of Expiry / . 02/2027

Jara npou3BoacTBa I'onen no B

Mfg. License No. / .

HpousBoacTBeHHast : MNB/05/263 MIA mambe: g PN (003662 (ET=

Homep PY RU)
JHIeH3HA Ne
Analysis performed according ND: / Anaan3s nposeaen no HJI: JIII-Ne(004669)-(PT-RU)-190224

Page 8 of 9/ Crp. 8 u3 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 BINyCKe JIEKaPCTBEHHOTO MpenapaTa KOHTPO/Ib KadecTBa Mo nokasate o «MuKpoOuoioruyeckas
YUCTOTA» MPOBOAUTCS 1151 Kaxao# 20-o0if cepuu, WU 1151 OHOI cepuy B roji, B 3aBUCMMOCTH OT TOr0, YTO
HACTYNHUT paHbIle.

API name / HaumenoBanne A®C: Ketorolac tromethamine / Ketoponaka TpoMeTaMHH

INN/ MHH: Ketorolac / Ketoponak - -
API manufacturer batch number / ABRL008105

Homep cepuu npounssogureas APC:

FP Manufacturer API Batch number /

Howmep cepun cyOCcTAHIIHH MPOU3BOAUTE A FERAO00559

IJId:

API Manufactured by & country / Dr. Reddy's Laboratories Ltd., India /
IIponzsogurens A®C, crpana: J-p Pennu'c Jlaboparopuc Jlta., Unous

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) /

HaunmenosaHmue, agpec, JTHIEH3HA A5 J-p Pennu’c Jlaboparopuc JIta., Uaaus, [IponssoacTeeHHoe
IlponseoacTBenHas niomanka / Ilnomanka noapasaenenue-6, Bumn. Kxons, Hanarapx Poyn, banou, JIMcTpukr
KOHTpoJIs KadecTBa / Ilowmagka Beimycka Comnan, X.I1., 173205, Ungua (nunenszus 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 /

ITpumeuanue: ITponykT cooTBeTcTBYET Tpeboranusam HJI 3aknouenne: OJOBPEHO

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

IMoarorosneno: Rama ka ITposepeno: Santosh Kumar | Ono6peno: Menemxkep / Pykoponurens
cﬁ:}[, Maurya &} Amit Kumar -

Reprint Date / ' Reprint Date / Reprint Date / !

JHara: 21.03.2025 Hara: 21.03.2025 Jara: 21.03.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500634, Teiangana, 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

Qe
’ @ Formulation Unit-6
Dr- Reddy S q’ vill. Khoi, Nalagarh Road, Baddi,
isit. v HLP. 173 205, iNDIE
CERTIFICATE OF ANALYSIS 0 50lr [P 275 205, [Hdia

Tel : +31 28165 55001-02
CEPTU®UKAT AHAJIN3A wwe.drreddys.com
Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
IIpoaykr: Keropon® Jkempece (keroposak) TaG/1eTKH, JMCNieprupyemMbie B MOJOCTH pTa, 10 Mr -
Market / Prinox :Russia / Poccus
Batch No / _ Batch Quantity / 3600000 tab /
Cepus Ne A O0Bem cepun " 3600000 Tab
Analytical Repovrt No/ - 040002855838 Date of Analysis / . 91.03.2025
AHauTHYeCKHI oTUeT No Jata ananuza -
Date of Manufacture / . 03/2025 Date of Expiry / . 02/2027
JlaTa npoH3BOACTBA B TI'onen go -
Mfg. License No. / . .
Ilpon3BoacTBenHas : MNB/05/263 SECynumbeny! 5 AN-NE(00662)=(EI=
Homep PY RU)

JHneH3us Ne
Analysis performed according ND: / Ananns nposexen no 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».

3akimouende 0 cooTBeTcTBHM: «HacTOSIMKM s MOATBEPXK/IAI0, YTO NMPHUBEACHHAS BbIle HHGOPMALHS SIBISETCA
JIOCTOBEPHOM W TOYHOM. DTa cepus MPOAYKIUHM NpOM3BeIeHa (BKJIIOYAs YNaKOBKY (MapKHpPOBKY) H KOHTPOJIb
K4auecTBa) Ha BBIIICYKA3aHHON IPOW3BOACTBEHHON IUIOIIajAKe (IJIOIMaJKax) B MOJIHOM COOTBETCTBHH C
TpeGoBaHusMu [IpaBui Haaaexanel IPOM3BOICTBEHHOMN MPaKTHKU EBpa3suiickoro 3KOHOMHYECKOTo coro3a (Ne
GMP/EAEU/RU/00554-2022 ot 02 centa06ps 2022) u Tpe6G0BaHUSMHU KOHTPOJISA Ka4€CTBA JIEKAPCTBEHHBIX CPECTB,
a TAKXXE B COOTBETCTBHH CO CIEIUGUKAIIAAMHE, COJCPNKAIMMUCS B PETHCTPAIMOHHOM JOCHE CTPaHBI-UMIIOPTEpA.
3alKCH 110 TIPOU3BOJICTBY, YIAKOBKE H aHATTH3Y IIPOBEPEHEL, H YCTAHOBJIEHO X COOTBETCTBHE TpeboBaHUAM IIpaBun
HaJ[JIeXaIleH MPOu3BOACTBEHHOM IPaKTUKU EBpa3uiCKOro 3KOHOMHUYECKOIO COIO3a».

Remarks : The Product conforms to ND/ Conclusion : APPROVED /
IMpumeyanue: I[pogykT cooTBeTcTBYET Tpeboanusam HJI 3axmouenne: OJIOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
IToarotosneno: Rama kiri}—- ITposepeno: Santosh Kumar | Onobpeno: Menemkep / PykoBoautesns
Maurya . Amit Kumar L

g @, N
Reprint Date / | Reprint Date / Reprint Date / )
Hara: 21.03.2025 Jara: 21.03.2025 Hara: 21.03.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 49900 2900, Fax: +91 40 4200 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLCO04507
www.diredays.com




