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Dr.Reddy’s Q;-

CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories |td.
Formulation Unit-6

vill. Khot, Walagarh Road, Bacidi,
Distt. Solan, B.F, 173 205, IND)|A

CEPTUOHKAT AHAJIU3A

Tel:+91 93166 56001-02

v AT s
R B I AR

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykr: Ketopoa® Dxenpecc (keToposiak) TabaeTky, AMCHEpPripyeMbie B H0JOCTH pTa, 10 mr

Market / Poinok :Russia / Poccus o
Batch No / ) Batch Quantity / 3600000 tab /
Cepus Ne R S Oo6bem cepun " 3600000 Tab
Analytical Repourt No/ . 040002806468 Date of Analysis / - 07.02.2025
AnanutudeckHii oTyer Ne JlaTa aHanu3za

Date of Manufacture / . 01/2025 Date of Expiry / - 12/2026

Jara npouspoacTaa T'open oo

Mfg. License No. / . .
IlpouseoacreeHHan : MNB/05/263 MA pumber: / ! JII-Ne(004669)-(PT -

Homep PY RU)
JTHOeH3ns Ne

| Analysis performed according ND: / Auanus nposenen mo HJL: JITI-Ne(004669)-(PT -RU)-190224

Page 1 of 9/ Crp. 1u3 9

No i :

No Test / [TokasaTens Results / PesynbraTsl 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. / Kpyrnsie
side. / Kpyrnple nnockue wiockue TabneTkd ¢ ¢ackoil, cBerno-
Tabnetky ¢ Gpackoii, CBETIO- XeJITOro 1BeTa ¢ IpaBHPOBKOH «l» Ha
AKENTOro LBETa C rPaBUPOBKOM OJIHOH CTOPOHE.
«l» Ha OJTHOY CTOPOHE.

2 Identification / UnenTndmxanus

Ketorolac / Kemoponax

Complies / CoOTBETCTBYET

UV spectra of the test solution and
ketorolac tromethamine standard solution
should have peaks at the same wavelength
(= 2nm). / YO-cnekTpbl NOIMOLIEHUS
HCTIHITYEMOr0  pacTBOpa M pacTBopa
CTaHJApTHOro  o0pa3la  KeTopojaka
TpOMeTaMHHa JIOJIXKHBI HUMETh
MaAKCHMYMbI NPU OJHOU W TO e IJHHe
BOJIHBI (+ 2 HM).

Remarks : The Product conforms to ND/
IMpumeuanue: [IpoaykT cooTBeTcTBYeT Tpeboranusm HJL

Conclusion : APPROVED /
3akmouenne: OJOBPEHO

Prepared by /
[Tonrorosiieso: Rama kant

s

Checked by /
[Iposepeno: Pardeep Kumar

Approved by: Manager/Executive /

OnobpeHo: Menemxep / Pykosojnrens
Pavan Kumar Sharma ﬁ;ﬂ/

Reprint Date/ |
Hara: 07.02.2025

Reprint Date /
Hara: 07.02.2025

Reprint Date /
Hara: 07.02.2025

Registered Office: 8-2-337, Read Mo. 3, Banjara Hille, Hyderabaa - 500034, Telangana, india
Teb: +91 40 4500 2900, Fax: +81 40 4800 2999, Email: mail@drreddys.com
CIN: LS5195AP1984PLCONA507

www.dineddysieui




Dr.Reddy’s Qf‘

CERTIFICATE OF ANALYSIS

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

Yill. khol, Nalagarh Road, Baciclj,
Disit. Solan, H.P, 173 205, INDIA
+91 83166 56001-02

CEPTHD®UKAT AHAJIM3A

Tei:
b

vareer Al G n P T
LGS i L

AN TLSE

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Mpoaykr: Keropon® Dkcnpece (keTopoaak) Tabaerkn, AHCNeprupyemMble B MOJI0CTH pTa, 10 mr

' Market / Poinok :Russia / Poccust o
Batch No / . Batch Quantity / 3600000 tab /
Cepus Ne { VERRUE O0beM cepHH " 3600000 Tab
Analytical Repourt No/ - 040002806468 Date of Analysis / . 07.02.2025
AHanuTH4ecKHd oT4er No JaTa aHaJH3a
Date of Manufacture / . 01/2025 Date of Expiry / - 12/2026
Jata npoH3BoAcTBa T'onen no
Mfg. License No. / ) .
IlpousBoacTBeHHAS : MNB/05/263 AT g e S L GG

Homep PY RU)
JHIeH3Hst Ne

Analysis performed according ND: / Anann3 nposeaen no HJI: JITI-Ne(004669)-(PT'-RU)-190224

Page2of 9/ Cyp. 2 u3 9

No

Test / [loka3aTennb
Ne

Results / PesyabTathl

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 ynepKHBaHUS
OCHOBHOrO [HKa Ha XpoMaTorpamme
HCIIBITYEMOTO pacTBopa JIOJIKHO
COOTBETCTBOBATL BPEMEHH YIEPKHBaHU
OCHOBHOrO IHKa Ha XpoMaTorpamMme
pacTBOpa CTaHAAPTHOTO obpasua
KeTopojiaka  TpoMeTaMMHa  (pasgjen
«KonudecTBeHHOE ONPEIEICHHUEY).

Remarks : The Product conforms to ND/

[MpuMeuanue: IpoaykT cooTBeTcTBYeT Tpeboranusm H/J[

Conclusion : APPROVED /
3aknrwuenune: OJOBPEHO

Prepared by /
[Toarorosineno: Rama kan

Checked by /
IIpoeepeno: Pardeep Kumar

= -

Approved by: Manager/Executive /
Ono6peno: Menemxkep / Pykooautens
Pavan Kumar Sharma {,__—

b

Reprint Date /
Hara: 07.02.2025

Reprint Date /
Hara: 07.02.2025

Reprint Date /
Jara: 07.02.2025

Registerad Office: 8-2-337, Road Mo 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tol: £91 40 4900 2900, Fax: +91 40 4900 2929, Email: mail@drreddys com
CilN; L35195AP1984PLCG0AS0Y

www.drredadys.com
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CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories Ltd
Formulation Unit-b

vill. iKhol, Malagarh Road, Badidj,

Disit. Soian, H.P, 173 205, INDij

CEPTUPUKAT AHAJIM3A

Tei:+91 83166 56001-02

SO~ PR, P
gy drrnel s
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Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Hpoaykr: Ketopoa® Dkenpecc (keTopoJak) Tab/1eTKH, ANCHeprapyeMble B 110J0CTH pTa, 10 Mr

_Market / Poinok :Russia / Poccus
Batch No / - V2500136 Batch Quantity / 3600000 tab /
Cepus Ne ) O06beM cepHH " 3600000 Tab
Analytical Repourt No/ - 040002806468 Date of Analysis / . 07.02.2025
AHajguTHYecKHH oTYeT No Jara anaauza
Date of Manufacture / . 01/2025 Date of Expiry / - 12/2026
Jlata npoun3zBoacTBa T'open xo
Mifg. License No. / ) o
IIpousBoacTBEHHAS : MNB/05/263 ST mumben ; JIE-N2(004669)~(PT"-
Homep PY RU)
JHuen3us Ne

Analysis performed according ND:

/ Anass nposeaen no HJI: JII-Ne(004669)-(PI'-RU)-190224

Page30f 9/ Crp.3m39

No

No Test / [TokasaTennb Results / PesyabraThl Specification / Hopma
Butylhydroxyanisole / Complies / CooTBETCTBYET The retention times of 2-
Bymuneudporcuanuszon 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
yIepKUBaHHA MHKOB
2-0yTHITHAPOKCHAHN30TTa H
3-6yTHITHIPOKCHAHU30I1a Ha

XpOMaTrorpaMme HUCIbITYEMOro pacTBopa

IOOJDKHBI ~ COOTBETCTBOBATH ~ BPEMEHaM
yASpPXKUBaHUS IIMKOB
2-0y TWITHAPOKCHaHU301a u
3-6yTUNIruApOKCHaHU30a Ha

XpoMaTorpaMme pacTBopa CTaHIaPTHOTO
obpasua OyTUnruapoKcHaHu3ona (pasaes
«Copepxanue
OYTHITMAPOKCHAHU30Ia»).

Remarks : The Product conforms to

[Tpumevanue: IMponykT cooTBeTcTBYET Tpeboranusm HJI

ND/

Conclusion : APPROVED /
3akiawuenune: OJOEPEHO

Prepared by /
[Toarotorneno: Rama kant

Checked by /
IIporepeno: Pardeep Kumar

Approved by: Manager/Executive /
Onobpeno: Menemxkep / Py_}KOBOﬂHTCﬂb

3 Pavan Kumar Sharma ., _—
"'—‘-[":'. j/f

b
Reprint Date / *
Harta: 07.02.2025

Reprint Date /
Hata: 07.02.2025

Reprint Date /
Hara: 07.02.2025

Redictered Qifice: 8-2-237, Road No 3, Banjara Hilis, Hyderabad - 500034, Telangana, India
Tof: 401 40 4900 2900, Fax: <21 40 4900 2929, Email: maii@drreddys.com

CIN: L35195AP1984PLCO0IS07
www.alreddys.com




Dr.Reddy’s Q':‘

CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories |td
Formulation Unit-6

Yiil. Khol, Malagarh Road, Badidi,

Disit. Scian, H.P., 173 205, INDI|A

CEPTUOPHUKAT AHAJIM3A o

Tel ;491 83166 56001-02

o

sty
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Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
ITpoaykr: Keropoa® Jxenpece (keroponak) TabieTkH, AUcHeprupyemble B N0J0CTH pTa, 10 mr

:Russia / Poccus

Market / Prinok

Batch No / , Batch Quantity / 3600000 tab/ |

Cepns Ne - V2500136 O6bem cepun " 3600000 Tab

Analytical Repourt No/ . 040002806468 Date of Analysis / . 07.02.2025

AHnanuTH4vecKHi oTyeT Ne JlaTa anaanza

Date of Manufacture / - 01/2025 Date of Expiry / - 12/2026

Jlara nponspoacTBa TI'ogen oo

Mfg. License No. / . .

IlpousBoacTBEHHAs : MNB/05/263 h (Gl o : JIII-Ne(004669)-(PT-
Homep PY RU)

Jauuen3us Ne -

Analysis performed according ND: / Anaan3 nposexen mo HJL: JIII-Ne(004669)-(PT-RU)-190224

Page 4 of 9/ Crp.4u3 9

i:) Test / [ToxazaTenn Results / PesyabTaThl Specification / Hopma
3 Average weight / Cpeansia 69.1 mg/69.1 mr 67.2 mg to 72.8 mg (70.0 mg + 4.0 %). /
macca . Ot 67,2 mr go 72,8 mr (70,0 mr + 4,0 %).
Complies / CooTBeTCTBYET
Uniformity of weight / 18/20 tablets - not more than £ 10 %;
OnHOpPOAHOCTH Macehl 2/20 tablets - not more than + 20 %. /
18/20 Tabnmerox — He Oonee =+ 10 %;
2/20 tabnetok — He 6osee = 20 %.
4 Disintegration time / 00 min 27sec / 00 MuH 27 cex Not more than 3 min. / He 6onee 3 MuH.
Pacnagaemocthb
5 Dissolution / PacTBopeHue Unit-1/ Tabn-1 102 % Not less than 75% (Q) of
. CisH1aNO3*C4sH 1NO; (ketorolac
Unit-2 / Tabn-2 105 tromethamine) in 15 min. / He menee
Unit-3 / Ta6n-3 101% | 5% Q) Ci5H;3NO3+C4H11NO3
) (xeToponaka TpoMeTaMHH) yepe3 15 MuH.
Unit-4 / Tabn-4 102 %
Unit-5 / Tabn-5 102 %
Unit-6 / Tabn-6 104 %

Remarks : The Product conforms to ND/
ITpumeuanue: [Iponykr cooTBeTcTBYeT Tpebopanusam HJ{

Conclusion : APPROVED /
3akmouenne: OJJOBPEHO

Prepared by /
IToarorosneno: Rama kant

o

Checked by /
Iposepeno: Pardeep Kumar

Approved by: Manager/Executive /
Onobpeno: Menemxkep / Pykosonurennb

Pavan Kumar Sharma J\,;—;—::_/,

Reprint Date /
Jara: 07.02.2025

1

Reprint Date /
Hara: 07.02.2025

Reprint Date /
Hara: 07.02.2025

Registerad Office: 8-2-337, Read No. 3, Banjara Hills, Hydersbad - 500034, Telangana, india

T2l +91 40 4900 2500, Fax: +31 40 4900 2929, Emeil: maii@drreddys com
CiN: L35195AP1934PLCCCI507Y

www.cireddys.com
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Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS

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

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

CEPTU®HUKAT AHAJIM3A

Tel: +91 23166 56001-02

ey
T
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Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykt: Keropon® Dxenpecc (keroposak) TaG/1eTku, AHCHEPrHpyeMble B OJIOCTH pTa, 10 Mr

Market / Puinok :Russia / Poccus B

Batch No / , Batch Quantity / 3600000 tab/

Cepus Ne . O6bem cepun " 3600000 Tab

Analytical Repovrt No/ . 040002806468 Date of Analysis / . 07.02.2025

AHanuTHYecKHH oTUeT No JlaTa ananusa

Date of Manufacture / . 01/2025 Date of Expiry / - 12/2026

JlaTa npou3BoacTBA I'ogen po

Mfg. License No. / . .

IIpousBoAcTBeHHAS : MNB/05/263 LG TG . JII-Ne(004669)~(PT"-
Homep PY RU)

JuueH3Hs Ne

Analysis performed according ND: / Ananns nposegen no HJL: JII-Ne(004669)-(PT'-RU)-190224

Page 50f9/Crp.S5u3 9

1;.00 Test / [loxazaTenb Results / Pe3ybTaThl Specification / Hopma
6 Particle size distribution / Complies / CooTBETCTBYET A uniform suspension passing through a '
HducnepcHocTh 710 pum sieve is formed. / Ofpa3zyercs
OJTHOPOAHAs CYCIHEH3Ws, MPOXOJsiiasn
CKBO3b CHTO C pa3MepoM OTBEpPCTHIA
710 MKM.
7 Impurities / [Ipumecu
1-hydroxy analog of Below LOQ (LOQ = 0.0032 %) / not more than 0.5 %; / He 6onee 0,5 %,;
ketorolac: / Huxe npcacia KOMHIECTBEHHOTO
1-rHapoKcHaHanor onpenencuus (ITKO = 0.0032 %)
KETOopoJIaKa
1-keto analog of ketorolac / 0.04% not more than 0.8 %; / ue 6osee 0,8 %;
1-KeToaHaJIoT KeToposIaKka
unidentified impurity / not more than 0.5 %; / ne 6oxee 0,5 %;
eAMHUYHasl ,
HeuAaeHTUHUIIHPOBaHHAS 0.02%
pHMECH
total impurities / 0.1% not more than 1.0 %. / ue 6onee 1,0 %.
CcyMMa NpHMecei
8 Water content / 22% Not more than 7.0 %. /
Copnep:xaHue BOABI He 6onee 7,0 %.

Remarks : The Product conforms to ND/
IMpumeuanue: [Iponykt cooTBercTByeT TpeboBannsaM HJI

Conclusion : APPROVED /
3akawuenne: OJOBPEHO

Prepared by / Checked by /
IToarotrosneno: Rama kant [Mpoeepeno: Pardeep Kumar

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

Pavan Kumar Sharma Vo

b e

Reprint Date /
Jara: 07.02.2025

Reprint Date /
Jata: 07.02.2025

Reprint Date /
Jara: 07.02.2025

Rozistered Office: 2-2-327, Read Mo. 2,
Tol: +01 50 4960 2900, Faw: +81 40 4900 2

Bznjara Hills, Hyc

arshad - 500034, Telangane, india

9, Eraniic maii@drreddys.com

CIiN: L35195AP198GPLCO04507

v dieddys.can
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Dr.Reddy’s ‘;’

CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories [td
Formulation Unit-6

Viil. ithol, Malagarh Read, Baddj,

Distt. Soian. H.P, 173 205, IND |4
Tel: +91 98166 56001-02

CEPTUPUKAT AHAJIM3A

vorviren Aleeasleivs rain

Product : Ketorol Express (ketorolac) Orally Disin_t_e;g_rating Tablets 10 mg
Opoaykr: Keropoa® Dxenpece (keropoJiak) TabieTK, JucHepriupyemMsie B M010¢TH pra, 10 mr

aduen3ng Ne

Market / Prinok :Russia / Poccust
Batch No / V2500136 Batch Quantity / ; 3600000 tab /
Cepus Ne O6bem cepun 3600000 Tab
Analytical Repourt No/ . 040002806468 Date of Analysis / - 07.02.2025
AHajuTHYeckHii oTyeT Ne JdaTa anann3a
Date of Manufacture / . 01/2025 Date of Expiry / - 122026
Jara npoH3BOACTBA T'omen no
Mfg. License No. /

) MA number: / _ JITI-Ne(004669)-(PT -
IMpouzBoacTBeHHasn : MNB/05/263 Howmep PY " RU)

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

Page 6of 9/ Crp. 6 u3 9

NN:) Test / loxasarenb Results / PesynbTaTh! Specification / Hopma
9 Residual solvents / OcTaTouyHble OpraHM4€CcKME PaCTBOPUTE/IU
Isopropyl alcohol / 9 ug/tab/ Not more than 350 pg/tab. /
HzonponaHon 9 Mxkr B Tabnertke He 6onee 350 Mxr B TabneTke.

10 Microbiological purity*/ Mukpo6uosiorniyeckas ynerora*

Total Aerobic Microbial
Count / ob1uee uncio

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

OaHopoaHOCTb
JO3UPOBAHHBIX €AMHHUIL

NA
a’pOOHBIX MHUKPO-
OpraH13MOB
Total Combined Yeast and not more than 10> CFU/g; /
mold count / 061ee yncio NA He 6onee 10?7 KOE/r;
JPOMOKEBBIX U IUIECHEBBIX
rpuboB
Escherichia Coli NA shell be absent in 1 gram. /
OTCYTCTBUE B 1 T.
11 Uniformity of dosage units / 3.0 Acceptance value (4F) not more than

15.0 Ilokasartens npuemnemoctd (4V)
NoKeH ObITh He Gonee 15,0.

Remarks : The Product conforms to ND/
[Tpumeuanue: [poaykr cootsercTByer TpeboBanuam HJI

Conclusion : APPROVED /
Bakiarwuenune: ONOBPEHO

Prepared by / Checked by /

-

IToarororneno: Rama kj:; [MpoeepeHo: Pardeep Kumar

Approved by: Manager/Executive /
Onobpeno: Menemxep / Pykopoauresb
Pavan Kumar Sharma ,k =

e

- e
=

) Reprint Date /
Hata: 07.02.2025

Reprint Date /
Jara: 07.02.2025

Reprint Date /
Jlara: 07.02.2025

Prgisterad Office: §-2-337, Road No. 3, Banjara Hills, Hyderabad - 506034, Telangane, India
Tol: 401 40 4800 2900, Fax: +81 10 4000 2995, Emeil: mail@direddys.com
CiiN. L85155AP1984PLCO04507
wwiv.diraddys.corii




Dr.Reddy’s Q,’:‘

CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories [td
Formulation Unit-6

Viil. ithol, Nalagarh Road, Badidj,

Disit. Solan, FL.P, 173 205, IND) 4

CEPTUOUKAT AHAJIM3A

Tei: +91 23166 56001-02

T
R S LA

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

Ipoaykr: Keropoa® Ikenpece (keroponak) TabjaeTku, ANCHeprapyeMble B IOI0CTH PTa, 10 mr

| Market / PoiHok :Russia / Poccus o
Batch No / . Batch Quantity / 3600000 tab /
Cepus Ne : Ve O6bem cepun " 3600000 Tab
Analytical Report No / - 040002806468 Date of Analysis / . 07.02.2025
Anagurudeckui oryer No ' Jara anannza T
Date of Manufacture / . 01/2025 Date of Expiry / - 12/2026
Jlara npos3BOACTBa T'onen go
Mfg. License No. / . .
IlpousBoacreeHHas : MNB/05/263 [IES mimEe - JHI-Ne(004669)~(PT-

Homep PY RU)

JHIEeH3usT Ne

i Analysis performed according ND: / Ananus nposenen mo HJI: JITI-Ne(004669)-(PT-RU)-190224

Page 70f 9/ Crp. 7 u3 9

No

Test / [Toxa3zaTeanb
No

Results / Pe3yibTaThl

Specification / Hopma

12 Assay / KonnuyecTBeHHOe
onpeaeieHue

10.0 mg / 10.0 Mr
(99.6 %)

From 9.0mg to 11.0 mg of
CisH13NO3*C4H; 1NOs (ketorolac
tromethamine) (from 90.0 to 110.0 % of
the label claim) per tablet. / Ot 9,0 Mr no
11,0 Mr CsH13NO;3*C4H | |1NO3
(ketoponaka TpomeramuH) (ot 90,0 mo
110,0 % OT 3asABIECHHOIO KOJIHYECTBA) B
TabseTKe.

13 Butylhydroxyanisole
content / Coaepxanune
Oy THJITHAPOKCHAHH30J1a

0.0944 mg/tab /
0.0944 mr B TabneTke

Not less than 0.042 mg/tab. /
He meunee 0,042 mr B TabneTke.

14 Package description /
OnucaHue 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 Tabnerok B
omuctepe u3 (IIA/AJIVIID ¢
Bnaronorioturenem/I1OBIT)
donsru // (II3/AJT) donsru. Ilo
2 6nucrepa BMECTE C JIMCTKOM-
BKJIa iblILIEM B na4yKy
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. / Ilo 10 tabneTok B
onucrepe u3 (ITA/AJI/TID c
snaronorjotutenem/II1OBIT) donwsru //
(TI13/AJT) donbru. Mo 1 win 2 Gnucrepa
BMECTE C JIHCTKOM-BKJIANbIIEM B MauKy
KapTOHHYIO.

Remarks : The Product conforms to ND/

IMpumeuanue: [TponykT cooTBeTcTBYeT Tpebopanusm HJJ

Conclusion : APPROVED /
3akawuenne: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[Moarorosneno: Rama kant [Mposepeno: Pardeep Kumar | Onobpeno: Menemxkep / Pylia_ﬂom-rrenb
Pavan Kumar Sharma :
@\”Md} Qt-" \/_.- -
Reprint Date / | Reprint Date / Reprint Date /
Hara: 07.02.2025 Hara: 07.02.2025 Hara: 07.02.2025

Raristerad Office: 8-7-327, Road No. 3, Banjara Hills, Hyderahad - 506034, Telangana, India
Tol: 01 40 4500 2900, Fax <01 40 4900 2929, Email: mail@dieddys.com

CIN: L85135AP1984PLCO04507

wwav.direddys.com



Dr. Reddy's Laboratories [td.
Formulation Unit-6

@
Dl’. Red dy,s ‘_... Viil. Khol, Nalagarh Road, Bacidj,

Distt. Soian, H.P, 173 205, INDIA
CERTIFICATE OF ANALYSIS Tol : +91 93166 56001-02

CEPTUD®HKAT AHAJIM3A N R S

'Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg ]
Ipoaykr: Keropon® Jkcnpece (keropoiak) Tabierky, AMcneprupyemsie B 0J0CTH pTa, 10 Mr

Market / PoiHok ~ :Russia/ Poccus -

Batch No / , Batch Quantity / 3600000 tab /

Cepus Ne - V2500136 O0beM cepun " 3600000 Tab

Analytical Repovrt No/ - 040002806468 Date of Analysis / - 07.02.2025

AHajuTHYECKHH oTyeT No Jata anaiauza

Date of Manufacture / . 01/2025 Date of Expiry / - 12/2026

Jara npos3BoAcTBa T'open oo

Mfg. License No. / .

TponsBoxcTEeRHAs . MNB/05/263 D D el . JTI-Ne(004669)-(PT-

Homep PY RU)
JHIeH3Ha Ne S
Analysis performed according ND: / Anann3 nposeaen mo HJI: JII-Ne(004669)-(PI'-RU)-190224

Page 8 of 9/ Ctp. 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.
* TIpu BbiNycKe JIEKAPCTBEHHOTO NMpenapaTa KOHTPOJIb KayecTBa 10 noka3aTeato «MUKpoOHoNornyecKas
YHCTOTA» NPOBOAUTCS ANA Kawa0it 20-0ii cepum, WU 1J19 OAHOM cepUH B roJ, B 3aBUCHMOCTH OT TOro, 4To
HACTYNHT pPaHbllle.

API name / Haumenopanue A®C: Ketorolac tromethamine / Ketoponaka rpomeTaMuH
INN/MHH: Ketorolac / Keroponax

API manufacturer batch number / ABRHO007648

Howmep cepuu npouszpogutensa ADC:

FP Manufacturer API Batch number /

Howmep cepun cyd0cTAHIMH NPOH3BOAHTENA FERA00488

TJId:

API Manufactured by & country / Dr. Reddy's Laboratories Ltd., India /
IIpounssoautear AQC, crpana: H-p Peanu'c Jlaboparopuc JItn., UHous

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) /

HaumeHoBaHHe, aipec, JHIECH3HA JJIA H-p Pennn’c Jlabopatopuc JItn., Unnus, [IponssoacteenHoe
IIponszeoacreenHas niomanka / Ilnomagka noapazaeneHue-6, Bun. Kxons, Hanarapx Poyn, bapau, Juctpukr
KOHTpoJA kayecTsa / Ilnomagka Boimycka Conan, X.I1., 173205, Uuaus (nuuensus 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: IlpoaykT coorBeTcTBYET TpeboBanusm HJI 3akmuenne: OJIOBPEHO

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

IMoaroroeneno: Rama kant [Tpoeepeno: Pardeep Kumar | Onobpero: Menemkep / Pykosoaurens
(@m’\ \,Uj\ § Pavan Kumar Sharma »i--———'r'

Reprint Date / \ Reprint Date / Reprint Date /

Jata: 07.02.2025 Jara: 07.02.2025 Jara: 07.02.2025

Pesistered Office: 8-2-337, Road Mo. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2929, Email: mail@drreddys.com
CIN: L85195AP1934PLCO04507
www.idireddys.coni



Dr. Reddy's Laboratories [td
Formulation Unit-6

@e
Dr- Reddy,s ‘.... Vill. Khol, Nalagarh Road, Baddj,

Distt. Soian, H.P,, 173 205, INDIA

CERTIFICATE OF ANALYSIS o P
30 9 6 56001-02
CEPTH®UKAT AHAJIM3A il e
Product : Ketorol Express (ketorolac) Orally Disintegraiing Tablets 10 mg ]
Ilpoayir: Keropoa™ Jxenpece (keTopo/iak) TadiieTkn, ANCHeprupyeMbie B MOJOCTH pra, 10 Mr
Market / Poinox B :Russia / Poccus
Batch No / ] Batch Quantity / 3600000 tab /
Cepus Ne 8 VESODE 0 O0beM cepuH " 3600000 Tab
Analytical Repovrt No/ . 040002806468 Date of Analysis / . 07.02.2025
AnagutTndeckuii oTyer Ne Jarta anannsa
Date of Manufacture / . 01/2025 Date of Expiry / . 12/2026
Jara npounzBoacTea T'oxen no
Mfg. License No. / . .
IpoussoacTBeHHas : MNB/05/263 S, mubeseY) ; S A (QDE6Z)ZER-
Homep PY RU)
JuneH3us Ne =
Analysis performed according ND: / Anaauns nposenen no HJ: JII-Ne(004669)-(PI'-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».

3aKai0denne 0 cOOTBEeTCTBMM: «HacTOsAIUM s TOATBEPXKAat0, YTO NMPUBEJCHHAsS BhIe HHGOpMAIUs SBIIETCA
JOCTOBEPHON M TOYHOU. DTa cepusl NPOJYKIMH IPOM3BEACHa (BKIIOYAs YNAKOBKY (MapKMPOBKY) U KOHTpOJb
Ka4yecTBa) Ha BBIIIEYKA3aHHONW IMPOM3BOJCTBEHHOM IUIOIAAKe (IIOMAAKax) B IIOJIHOM COOTBETCTBHH C
TpeboBanuamu [IpaBui Hauiexameld MPOU3BOJCTBEHHOH IPaKkTHKH EBpasuiicKOro 3KOHOMHYECKOTO coro3a (Ne
GMP/EAEU/RU/00554-2022 ot 02 cenTsa6ps 2022) 1 TpeOOBaHUAMH KOHTPOJIA KA4ECTBA JIEKAPCTBEHHBIX CPEJICTB,
a TaKKe B COOTBETCTBHHU CO CIEIMPUKANUIMHU, COACPKAIMUMUCT B PETUCTPALIMOHHOM JIOCHE CTPAHBI-UMIIOPTEPA.
3amucH 110 MPOU3BOICTBY, YIIAKOBKE H aHATU3Y IPOBEPEHEL, U YCTAHOBIEHO HX COOTBETCTBHE TpeboBaHMsM IIpaBun
HaJJIeXalleH Mpou3BOICTBEHHOM NMPaKTHKH EBpa3uiicKOro 9KOHOMHYECKOTO COI03a».

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

ITpumeuanue: IIpoayKT COOTBETCTBYET TpeboBanuaM HJ 3axmouenne: OJJOBPEHO

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

[Moxroroeneno: Rama kant [Mporepeno: Pardeep Kumar | Ono6peno: MeHemkep / PykoBoauTeb
m(}l} t _ Pavan Kumar Sharma LZ/

Reprint Date / | Reprint Date / Reprint Date /

Jara: 07.02.2025 Hara: 07.02.2025 Hara: 07.02.2025

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: L85195AP1984PLCO0AS0D7
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