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Dr.Reddy’s ‘}'

CERTIFICATE OF ANALYSIS

Dr. Reddy's Labocratories Ltd
Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddi,

Distt. Solan, H.P., 173 205, INDiA
Tel - +91 98166 56001-02

CEPTH®HUKAT AHAJII3A

vy drreddys com

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Hpoayxr: Keropoa® Ixcnpece (KeTopoak) Tabaerku, Ancneprupyembie B MOJIOCTH pTa, 10 mr

Market / Poinok :Russia / Poccus

Batch No / , Batch Quantity / 3600000 tab /

Cepus Ne 5V2402690 O6BeM cepin " 3600000 Tab

Analytical Repovrt No/ . 040002763687 Date of Analysis / . 24.12.2024

AHaguTHYecKHIl oTueT Ne JlaTta anaausa

Date of Manufacture / . 11/2024 Date of Expiry / . 10/2026

HJara npon3BoacTea T'oaen ao

Mfg. License No. / . o

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

Jaunenzus No

Analysis performed according ND: / Ananns nposejen no HJI: JIT-Ne(004669)-(PI'-RU)-190224

Page1of 9/ Crp. 1 m39

No

No Test / [loka3zaTenb Results / PesyabTaThl 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. / Kpyribie
side. / Kpyrible mnockue wiockre TabneTkn ¢ Qackoii, CBeTIO-
TabNeTKu ¢ $acKkoM, CBETIIO- KEJITOro LBeTa € rpaBHPOBKOM «I» Ha
JKEJITOTO LiBeTa C FPaBUPOBKOM OJIHOH CTOpOHE.
«l» Ha OIHOH CTOpOHE.

2 Identification / UpenTudukauus

Ketorolac / Kemoponak

Complies / COOTBETCTBYET

UV spectra of the test solution and
ketorolac tromethamine standard solution
should have peaks at the same wavelength
(£ 2nm). / Y®-crieKTpbl MOITOIUEHUS
MCOLITYEMOTO  pacTBOpa MW pacTBopa
cratiapTHaTo  ofpailia KeTopoJiaka
TpoMeTaMUHa IOTDKHBI AMETH
MaKCUMYMBI TIpH OJHOH M TOM ke IUInHe
BOJIHHI (£ 2 HM).

Remarks : The Product conforms to ND/
[Mpumeuanue: [Tpoayxr coorsercTByeT Tpebosanusm HJI

3aka

Conclusion : APPROVED /

wuaenue: OJIOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
IToaroTtosneno: Pravesh Rana Iposepeno: Santosh Kumar | Onobpeno: Menemkep / PykoBoautesnsb
£ Maurya Amit Kumar e
~ /,\ e
Reprint Date / Reprint Date / Reprint Date / !
Hara: 24.12.2024 Hara: 24.12.2024 Jara: 24.12.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax; +91 40 4800 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLCO04507
www.drreddys.com
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CERTIFICATE OF ANALYSIS

Dr. Reddy's Laborateries Ltd
Formulation Unit-6

vill. Khol, Malagarh Road, Baddii,

Distt. Solan, H.P., 173 205, IND1A

Jel:+91 98166 56001-02

CEPTUHOHKAT AHAJIN3A

Wi drreddys.com

Product : Ketorol Express (ketorolac) Orally Disintegra?ing Tablets 10 mg
ITpoaykr: Keropon® Jxcmpecc (keTopoaak) Tabaerku, AncnepripyemMbie B MOJOCTH T4, 10 mr

Market / Peinok ‘Russia / Poccus
Batch No / . Batch Quantity / 3600000 tab /
Cepus Ne i el O6bem cepun " 3600000 Tab
Analytical Repo:‘t No/ . 040002763687 Date of Analysis / © 24.12.2024
AHanuTH4ecKHii oTueT No Jlara aHanm3a
Date of Manufacture / - 11/2024 Date of Expiry / . 10/2026
JaTta npon3BoACTBA I'open no
Mfg. License No. / . .
IpounsBoacTBeHHAS : MNB/05/263 MA number: / ; JIII-Ne(004669)-(PT-

Homep PY RU)

Junen3us Ne

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

Page2 of 9/ Crp. 2139

No
No

Test / [TokazaTenan

Results / PezyabTaThl

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 ynepxHBanHus
OCHOBHOTO [MHKa Ha XpoMaTorpaMme
UCTIBITYEMOro pacTBopa JOJIKHO
COOTBETCTBOBATh BPEMEHH YAEPKUBAHUA
OCHOBHOIO [IMKa Ha XpomaTorpamme
pacTtBopa CTaHAAPTHOTO obpasua
KeToponaka  TpoMeTaMuHa  (pasnen
«KomnuecTBeHHOE OTIpEeTIeHUE).

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

IIpumeuanue: [IpoaykT cooTreTcTRYeT TpeboBanusm HJL Saxmouenne: OJJOBPEHO

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

IToarorosneHo: Pravesh Rana [MposepeHo: Santgsh Kumar | Opobpeno: Menemxkep / Pykosoauresb
‘ Maurya %' Amit Kumar f\ L.

Reprint Date / Reprint Date / Reprint Date / !

Hata: 24.12.2024 JlaTta: 24.12.2024 Jara: 24.12.2024

Registered Office: 8-2-337, Road No. 2, Banjara Hilis, Hyderabhad - 500034, Telangana, India
Tol: +91 40 4900 2600, Fax: <91 40 4900 2229, Email: mail@drreddys.com

Clil: LAS195AP1984PLCOOA507
v dereddys.com




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
Tel: +91 98166 56001-02

CEPTUOUKAT AHAJIM3A

wwvdrreddys.com

Product : Ketorol Express (ketorolac) Orally Disintegratin_g Tablets 10 mg
Ipoaykr: Keropoua® Dxcnpece (keTopoaak) TabiieTki, ANCHEPrupyembie B M0JI0CTH pTa, 10 mr

Market / Poinok :Russia / Poccus

Batch No / ‘ Batch Quantity / 3600000 tab /

Cepus Ne i V2402020 O6bem cepin " 3600000 Tab

Analytical Repo:‘t No/ - 040002763687 Date of Analysis / . 94.12.2024

AHanuTHyecKHii oTyer Ne Jara apannsza

Date of Manufacture / - 11/2024 Date of Expiry / . 10/2026

Jara npon3BoiACcTBA I'onen no

Mfg. License No. / . .

Ilpoun3BoacTBeHHAas! : MNB/05/263 M b/ - S R(04G02)~(ET=
Homep PY RU)

Jguienzns Ne

Analysis performed according ND:

/ Ananus nposenen no HJI: JITI-Ne(004669)-(PT-RU)-190224

Page30of9/Crp.3 139

No

Test / [Toka3zaTenb
No

Results / Pe3yabTaTsl

Specification / Hopma

Butylhydroxyanisole /
Bymunzudpoxcuanuzon

Complies / CooTBeTCTBYET

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 solution ("Butylhydroxyanisole

content" section). / Bpewmena
yIep)KUBaHUA TTHKOB
2-6yTHIrHAPOKCHAHU30IA 1
3-0yTUIrHAPOKCHAHU30IIa Ha

XpPOMAaTOrpaMMe HCIIBITYEMOIO pacTBOpa

JOIDKIILL  COOTBETCTBOBATh  BPCMCHAM
yIep>)KUBAHHSA ITHKOB
2-0yTHITUAPOKCHAHU30I1a u
3-6yTUATHAPOKCHAHU30J1A Ha

XpoMaTorpaMMe pacTBopa CTaHZapTHOTO
obOpasua GyTWIrnaApoKCHaHu3ona (pasien
«CopepxaHue
OyTUATHAPOKCUAHU3OIIAN).

Remarks : The Product conforms to

ND/

Conclusion : APPROVED /

IMpumeuanue: [IponykT cooTBeTcTBYET TpeboBanuam HJT 3akmouyenue: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
IMoarorosineno: Pravesh Rana i IMposepeno: Saptosh Kumar | Oxobpeno: Menemxkep / Pykosoautens
) Maurya {E% Amit Kum L
ury ar I.'I’S& y
Reprint Date / Reprint Date / Reprint Date / !
Hara: 24.12.2024 Mara: 24.12.2024 Hara: 24.12.2024

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: L85195AP1984PLCO0AS0OT7
wwiv.drreddys.com
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CERTIFICATE OF ANALYSIS

Dr. Reddy's Laborateries Ltd

Formulation Unit-6

Vill. Khol, Malagarh Road, Baddj,
Distt. Solan, H.P., 173 205, INDIA
Tel: +91 93166 56001-02

CEPTUOUKAT AHAJIM3A

v drreddys.com

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
I poaykt: Kertopon® Jxcmpece (keTopoak) TabaeTky, AHcHepripyembie B HOJIOCTH PTa, 10 Mr

Market / Poinok 'Russia / Poccus

Batch No / ) Batch Quantity / 3600000 tab /

Cepus Ne & V2402600 O6bem cepun " 3600000 Tab

Analytical Repovrt No/ - 040002763687 Date of Analysis / . 24.12.2024

AHaJuTHYeCKHI oTdeT No JlaTa ananusa

Date of Manufacture / - 11/2024 Date of Expiry / - 10/2026

Jara npousBoacTBa TI'open go

Mfg. License No. / . o

IIponzBoacTBeHHAn : MNB/05/263 MAvumbers - JIII-Ne(004669)-(PT-
Homep PY RU)

aunensnst Ne

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

O)lHOpOIlHOCTb Macchbl

Page40of9/Crp. 4139
‘1;.00 Test / Iloka3aTenb Results / Pe3ynabTaThl Specification / Hopma
3 Average weight / Cpennsis 69.4 mg / 69.4 mr 67.2 mg to 72.8 mg (70.0 mg + 4.0 %). /
Macca . Ot 67,2 mMr no 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 Tabnetok — He Oonee = 10 %;
2/20 Tabnetok — He bonee £ 20 %.

4 Disintegration time / 00 min 41 sec / 00 muH 41 cex Not more than 3 min. / He 6onee 3 MuH.
Pacnapaemoctnb
5 Dissolution / PacTBopenue Unit-1/'I'abn-1 100 % Not less than 75% (Q) of
. Ci15sHisNO3+C4H 1NO; (ketorolac
Unit-2 / Tabn-2 g tromethamine) in 15 min. / He MeHee
Unit-3 / Ta6n-3 99 % 75 % Q CisH13NO3+C4H11NOs
. (keToponaka TpoMeTaMHH) uepe3 15 mMuH.
Unit-4 / Tabn-4 98 %
Unit-5 / Tabn-5 98 %
Unit-6 / Tabn-6 95 %

Remarks : The Product conforms to ND/
IMpumenanue: [IponykT cooTeTcTBYET TpeboBanusam HJL

Conclusion : APPROVED /
Zakawuenne: OJOGPEHO

Hara: 24.12.2024

Hata: 24.12.2024

Prepared by / Checked by / Approved by: Manager/Executive /
IMoarorosneHo: Pravesh Rana IIposepeno: Santosh Kumar | Onobpeno: Menemxkep / Pykosoautenn
/] | Maurya @4\ Amit Kumar At
- = v" i V"/
Reprint Date / Reprint Date / Reprint Date /

Hara: 24.12.2024

Reristered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4500 2900, Fax; +61 40 4900 2999, Email: raail@drreddys.com

CIN: LB5195AP1984PLCOOA507
www, drreddys.com
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CERTIFICATE OF ANALYSIS

Dr. Reddy's Labcratories Ltd

Formulation Unit-6

Vill. Khol, Malagarh Road, Badii,
Distt. Solan, H.P, 173 205, IND|A
Tei : +91 98166 56001-02

CEPTUPUKAT AHAJIN3A

i, ol rredd\/@ com

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Mpoayxr: Keropoa® Jxcnpece (keTopoJiak) Ta0/IeTKH, AHcleprupyemMble B 0JOCTH pPTa, 10 mr

Market / PoiHok :Russia / Poccus

Batch No / ) Batch Quantity / 3600000 tab /

Cepus Ne e O61em cepun " 3600000 Tab

Analytical Repourt No/ - 040002763687 Date of Analysis / - 94.12.2024

AHauTHYeCcKHI oTUeT Ne JlaTa anajan3a

Date of Manufacture / - 11/2024 Date of Expiry / . 10/2026

Jara npou3BoacTBa T'onen xo

Mfg. License No. / . .

IIpousBoacTBenHas : MNB/05/263 A ey : SR (O0I062)SER-
Homep PY RU)

annenzng Ne

_Analysis performed according ND: / Anaan3 nposenen nmo HJI: JIII-Ne(004669)-(PT'-RU)-190224

Page5of 9/ Crp.S5u3z 9

JucnepcHOCTh

1;00 Test / IlokazaTeb Results / PesyabTaThl Specification / Hopma
6 Particle size distribution / Complies / CooTBeTCTBYET A uniform suspension passing through a

710 pm sieve is formed. / Obpasyetcs
OOHOPOJAHAsT CYCHEH3HUs, IpOoXoAsias
CKBO3b CHTO C pa3MepoM OTBEPCTHH
710 MKM.

7 Impurities / Ilpumecu

1-hydroxy analog of
ketorolac: /
1-runpoxcuaHanor
KeTopoJiaKa

Below LOQ (LOQ = 0.0032 %) /
Huxe mpenea KojauM4ecTBEHHOro
onpeaenenus (ITKO = 0.0032 %)

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

1-keto analog of ketorolac /
1-KeToaHaNOr KeTopoJiaka

0.05%

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

unidentified impurity /

e TMHIYHAs
HeuJeHTHUIHPOBaHHAS
pHMeCh

0.02%

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

total impurities /
cyMMa npumecei

0.1%

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

8 Water content /
Copaep:xaHue BObI

1.9 %

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

Remarks : The Product conforms to ND/
IMpumeuanue: IlpogyKkT cooTBETCTBYET TpeboBaHuaM H/J

Conclusion : APPROVED /
Zaxmouenune: OJNOBPEHO

Prepared by / Checked by /
IMonrorosneno: Pravesh Rana é

Approved by: Manager/Executive /
OnobpeHo: Menemxep / PykoBogurens

Hara: 24.12.2024 Jara: 24.12.2024

IIpoBepeno: Santosh Kumar
Maurya Amit Kumar R
Reprint Date / Reprint Date / Reprint Date / )

Hara: 24.12.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, Indin
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys,com
CIN: L35195AP1984PLCO04507
wwiw.drreddys.com
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CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories Ltd

Formulation Unit-6

Vill. Khol, Nalagarh Road, Badd},
Distt. Solan, H.P., 173 205, IND{A
Tel : +91 §8166 56001-02

CEPTUO®UKAT AHAJIU3A

www.drreddys.com

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
TIpoaykt: Keropoa® Dxcnpece (keToposak) TabeTKH, Jucnepripyembie B H0JI0CTH pTa, 10 mr

Market / PoiHOK :Russia / Poccns
Batch No / . Batch Quantity / . 3600000 tab /
Cepus Ne 4§ V2402650 O0beM cepHH " 3600000 Tab
Analytical Report No/ . 040002763637 Date of Analysis / . 24.12.2024
AHannaTHYeCKHI oTYeT Ne Jarta apannza
Date of Manufacture / . 11/2024 Date of Expiry / . 10/2026
JaTta npou3BoJacTBa I'onen o
Mfg. License No. /

) MA number: / - JIII-Ne(004669)-(PI-
IIpousBoacTBeHHast : MNB/05/263 Howep PY ' RU)

aHneH3ua Ne

Analysis performed according ND: / Auanu3 nposegen o HJI: JITI-Ne(004669)-(PT'-RU)-190224

Page 6 of 9/ C1p. 6 M3 9

i.oo Test / ITokasaTennb Results / Pe3yabTaTbl Specification / Hopma
9 Residual solvents / OcTaTo4uHbie OPraHHYECKHE PACTBOPUTEIH
Isopropyl alcohol / 05 pg/tab/ Not more than 350 pg/tab. /
HzonponaHoi 05 Mxr B TabneTke He Gonee 350 mkr B TabieTke.
10 | Microbiological purity*/ MukpoGuonoruieckas 4yucrora*
Total Aerobic Microbial not more than 10> CFU/g; /
Count / obLiee yucIo NA He 6onee 10° KOE/T;
a3poOHBIX MUKPO-
OpTraHU3MOB
Total Combined Yeast and not more than 10> CFU/g; /
mold count / ob1ee uncio NA He 6onee 102 KOE/r;
OPOXKEBBIX 1 IJIECHEBBIX
rpubos
Escherichia Coli NA shell be absent in 1 gram. /
OTCYTCTBHE B 1 T.
11 Uniformity of dosage units / 4.7 Acceptance value (4V) not more than
OOHOPOAHOCTH 15.0 Tlokasatens mpuemieMocTH (4V)
O3UPOBAHHBIX CAHHUL JoJKeH ObITh He Oonee 15,0.

Remarks : The Product conforms to ND/
ITpumeuanue: IIponykT cooTBeTcTBYET TpeboBanusaM HJJ

Conclusion : APPROVED /
Zakawuenue: OJJOBPEHO

Prepared by / Checked by /

TMonrorosneHo: Pravesh Rana
Z | Maurya

[TposepeHo: Santosh Kumar

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

Amit Kumar o
/S(;/ /

Reprint Date /
JHara: 24.12.2024

Reprint Date /
Jlara: 24.12.2024

Reprint Date /
Jara: 24.12.2024

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

Tel: 491 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLCO01507
www.drreddys.com
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CERTIFICATE OF ANALYSIS

Dr. Reddy's Laborateries Lid.

Formulation Unit-6
Vill. Khol, Nalagarh Road, Baddi,

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

Tel 1 +91 98166 56001-02

CEPTUDPUKAT AHAJIN3A

vy drraddvs com

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykr: Ketopoa® Jkenpecc (keropoak) TabJeTKH, AMCHeprapyeMble B 010¢TH pTa, 10 mr

Market / PoiHOK :Russia / Poccus

Batch No / . Batch Quantity / 3600000 tab /

Cepns Ne V2402699 O6nem cepuH " 3600000 Tab

Analytical Report No/ - 040002763687 Date of Analysis / . 24.12.2024

AHaauTHYeCKHH oTueT No JaTa ananu3a

Date of Manufacture / - 11/2024 Date of Expiry / - 10/2026

Jara npounsBoacTBa T'open po

Mig. License No. / .

HpoussoacreeHHan : MNB/05/263 Minumberiy : I J(0US662)=(HIE
Homep PY RU)

Junen3ns Ne

Analysis performed according ND: / Anaau3 nposexen no HJI: JITI-Ne(004669)-(PT-RU)-190224

Page 70f9/Crp. 739

desiccant/HDPE) foil // (PE/AL)
foil. 2 blisters with patient
information leaflet in a carton
pack. / TIlo 10 Tabnerox B
onuctepe w3z (IIA/AJVIID ¢
Bnaromornotureaem/TIDBIT)
donsru // (I13/AJ1) donsru. Io
2 6auctepa BMECTE C JHCTKOM-
BKJIaIbILIEM B nayky
KapTOHHYIO.

1;,:) Test / Ilokazarenb Results / PesyabTartsl Specification / Hopma
12 Assay / KoinuecTBeHHOE 10.1 mg/ 10.1 Mr From  9.0mg to 11.0 mg of
onpexaejieHue (101.1 %) CisH3NO3*C4H11NOs (ketorolac
tromethamine) (from 90.0 to 110.0 % of
the label claim) per tablet. / Ot 9,0 Mr 10
11,0 Mr Ci5HisNO3+CsH;11NO;
(xetopojaka TpomeraMuH) (ot 90,0 mo
110,0 % oT 3asBIEHHOrO0 KONHMYECTBA) B
TabeTke.
13 | Butylhydroxyanisole 0.0934 mg/tab / Not less than 0.042 mg/tab. /
content / Coaep:xxaHnue 0.0934 mr B TabneTke He menee 0,042 mr B Tabnerke.
6yTHUIArUAPOKCHAHU30J1a
14 | Package description / 10 tablets in a blister of | 10 tablets in a blister of (PA/AL/PE with
Onncanne ynakoBKH (PA/AL/PE with | desiccant/HDPE) foil // (PE/AL) foil. 1 or

2 blisters with patient information leaflet
in a carton pack. / Tlo 10 TabneTok B
onuctepe u3 ITA/ATI/TTD ¢
pnaronomiotureneM/IIOBIT)  donsrn //
(IT3/AJ1) ¢onsru. Ilo 1 unu 2 6aucrepa
BMECTE C JIACTKOM-BKJIQJbILIEM B MUKy
KapTOHHYIO.

Remarks : The Product conforms to ND/
ITpumeuanue: Iponyxrt cootsercTByeT TpeboBanusam HJI

Conclusion : APPROVED /
3axmouenue: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
IMoaroropneno: Pravesh Rana [Tposepeno: Santosh Kumar | Ono6peHo: Menemxep / PykoBoautesnb
).z Maurya Amit Kumar A A —
[N
Reprint Date / Reprint Date / Reprint Date/ Y
Hata: 24.12.2024 Hara: 24.12.2024 Hara: 24.12.2024

Ragistered Office: 8-2-337, Road No. 2, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax; +91 40 3900 2999, Emait: mail@direddys.com

CIN: L851954P1384PLCO04507
wiwyw.drreddys.com




Dr. Reddy's Labcratories Ltd
Formulation Unit-6

@
Dr. Reddy’s ‘.o. Vill. Khol, Nalagarh Road, Baddi,

Distt. Solan, H.P., 173 205, INDIA
CERTIFICATE OF ANALYSIS Tel : +91 98166 56001-02

CEPTUOHUKAT AHAJIM3A www,drreddys com
Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg ]
Ipoayxt: Keropoa® Jkcnpece (KeTopo.iak) TabneTkH, AHCHEPrUpyeMble B 00CTH pra, 10 Mr
| Market / Peinok :Russia / Poccus
Batch No / _ Batch Quantity / 3600000 tab /
Cepns Ne s V2Rl O0BeM cepHH " 3600000 Tab
Analytical Report No/ - 040002763687 Date of Analysis / . 24122024
AHanuTHYecKHH oTueT Ne JlaTa aHaIM3A
Date of Manufacture / . 112024 Date of Expiry / . 10/2026
JaTa npon3BoaACTBa Tomen g0
Mfg. License No. / ] .
ITponsBoacTBeHHas : MNB/05/263 MA number: / gt SII=N(00:4669) (kT
Homep PY RU)
JiMueH3us Ne
Analysis performed according ND: / Anasn3 nposegen no HJI: JITI-Ne(004669)-(PI'-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 BBINYCKe JIEKAPCTBEHHOT0 NpenapaTa KOHTPOJIb KayecTBa 1o noKasaTeto «Mukpobuoaornyeckast
YHCTOTA» MPOBOAUTCS AJIs Kaxao# 20-oii cepuu, WK J/I5 OLHOKH CepHU B ro, B 3aBUCHMOCTH OT TOr0, YTO
HACTYIIUT paHbllie.

API name / Haumenoanue APC: Ketorolac tromethamine / Ketoposiaka TpoMeTaMUH
INN / MHH: Ketorolac / Ketopomnak
API manufacturer batch number / ABRH004997, ABRH008106

 Homep cepun npoussoauress ADC:
FP Manufacturer API Batch number /
Howmep cepun cy6cTaHIIHH TIPOH3BOAMTEIS FERAQ0612, FERA00613

| TUID:
API Manufactured by & country / Dr. Reddy's Laboratories Ltd., India /
IIponseogurteas ADPC, crpana: H-p Pennw'c Jlabopatopuc Jita., Unans
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) /
HamnmMenoBaHHe, agpec, JHIEH3Hs NS H-p Pennu’c Jlabopatopuc JItn., Muaus, [IponssoacTeentoe
IIponsBoacTeenHas miowmagka / Ilnowanka nionpasnenedue-6, Bunn. Kxons, Hanarapx Poyn, bamnnu, Juctpukr
KoHTpoJsi kavyecTBa / Ilnomanka BelycKa Conan, X.I1., 173205, Uanus (iuuensus 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 /
ITpumeuanne: [IpoaykT cooTBeTcTBYET TpeboBanusam HJI 3axawuenne: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
Ioaroroeneno: Pravesh Rana ) IMpoeepeno: Saptpsh Kumar | OnobpeHo: Menemxep / Pykosoaurenb

Maurya t i)ﬁ _ Amit Kumar -
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Reprint Date / Reprint Date / Reprint Date /
Hara: 24.12.2024 Jlara: 24.12.2024 Hara: 24.12.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2500, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85185AP1954P1L.CO04507
www.drreddys.com




Dr. Reddy's Laboratories Ltd
Formulation Unit-6

@&
Dr.Red dy,S ‘.0. Vill. Khol, Nalagarh Road, Baddi,

Distt. Solan, H.P., 173 205, INDIA
CERTIFICATE OF ANALYSIS Tel : +91 98166 56001-02

CEPTUOUKAT AHAJIM3A www.drreddys.com
Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg ]
Ipoaykt: Keropon® Jxcnpecc (KeToposiak) TaG/1eTKH, JHCHEPTHpYeMble B HOA0CTH pra, 10 mr N
Market / Ppirok :Russia / Poccus N
Batch No / . Batch Quantity / 3600000 tab /
Cepus Ne s O0bemM cepun " 3600000 Tab
Analytical Repovrt No/ . 040002763687 Date of Analysis / . 94.12.2024
AHajquTHYecKHH oTdeT No Jara agannza
Date of Manufacture / - 11/2024 Date of Expiry / - 10/2026
JlaTta npou3BoacTBa T'oxen mo
Mfg. License No. / . o
IlpousBoacreennas . MNB/05/263 MA.riumbersy/  JO-Ne(004669)~(PT-
Homep PY RU)
JnneHsus Ne
| Analysis performed according ND: / Ananus nposenen mo H/I: 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».

3ax0ueHHe 0 cooTBeTcTBUM: «HacTodmuM s mOATBEPIKAAI0, UTO NPHBEICHHAs BBINE HHPOPMAILs ABISIETCA
JIOCTOBEPHOM M TOYHOM. DTa ceps IMPOLYKLHH IPOU3BeAEHA (BKIIOYasA yMaKOBKY (MapKHPOBKY) M KOHTpPOJb
KayecTBa) Ha BHIIIEYKA3aHHOM IPOM3BOJACTBEHHOW IUIOMAAKE (IUIOIIAgKax) B IIOJHOM COOTBETCTBHHM C
TpebGoBanusMu [IpaBuil HajTexariel MpOH3BOJCTBEHHOM IMPaKTHKH EBpa3sMiCKOro 3KOHOMHYECKOro coro3a (No
GMP/EAEU/RU/00554-2022 ot 02 cents6ps 2022) u TpeGoBaHMAMH KOHTPOJII Ka4eCTBa JIEKAPCTBCHHBIX CPENICTB,
a TAK)Xe B COOTBETCTBHH CO CIECIUGUKAITUIME, COIAEPKANTUMHUCSA B PETUCTPAIMOHHOM JIOCHE CTPaHBI-MMIIOPTEPA.
3anmcH 0 IPOM3BOJICTBY, VIIAKOBKE M AHATH3Y IIPOBEPEHEI, U YCTAaHOBJIEHO MX COOTBETCTBHE TpeboBanusm Ilpasui
HANTEWATIEH MTPOWIROICTREFHNT TPAKTUKYW ERPARVTCKOTO AKOHOMUYECKOTO COKN3AN.

Remarks : The Product conforms to ND/ Conclusion : APPROVED /
Ipumeuanue: IIpoaykT cooTBeTcTBYET TpeboranusM HJJ 3axmouenne: OJJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[TonrorosneHo: Pravesh Rana IMposepeno: Santosh Kumar | Onobpeno: Menemwxkep / Pykopoaurens

Maurya % Amit Kumar A ol b

™

Reprint Date / Reprint Date / Reprint Date /
Jata: 24.12.2024 Jara: 24.12.2024 Jara: 24.12.2024

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
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