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

@
! @ Viil. Khol, Nalagarh Road, Baddi
Dr' Reddy S ‘.. Distt. Solan, H.P, 173 205, INDIA
CERTIFICATE OF ANALYSIS Tel : +91 68166 56001-02
CEPTUDPUKAT AHAJIN3A www.drreddys.com

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
IIpoaykt: Keropon® Dxenpece (Keroposiak) Tab/IeTKH, JUCIIEPrEpyeMble B oJ10cTH pra, 10 Mr

Market / Poinok :Russia / Poccus

Batch No / _ Batch Quantity / 3600000 tab /

Cepusa Ne § V2402472 O0beM cepuH " 3600000 Tab

Analytical Repourt No/ - 040002736494 Date of Analysis / . 30.11.2024

AHajMTHYECKHI oTyeT No Jlata anaiau3za

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

Jara npon3BoacTBa Topen go

Mfg. License No. / . .

IIpousBoacTBeHnasn : MNB/05/263 MA number: / . JII-Ne(004669)-(PT-
Homep PY RU)

Jauen3us Ne

_Analysis performed according ND: / Ananns nposeaer no HJ/I: JIII-Ne(004669)-(PI'-RU)-190224
Pagelof 9/ Crp.1m39

—

No Test / [Tokasarens Results / Pe3yabTaThl 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. / Kpyrinbie
side. / Kpyrible miockue mnockue TabneTkn ¢ Qackoi, cBeTo-
TabneTku ¢ hackoi, CBeTI0- KENTOrO 1BETa C [PAaBUPOBKOH «I» Ha
JKENTOro LBETA C IPAaBUPOBKOM OJIHOH CTOpPOHE.

«l» Ha omHOI1 cTOpOHE.

2 Identification / Unentuduxanus

Ketorolac / Kemoponak Complies / CooTBeTCTBYET UV spectra of the test solution and
ketorolac tromethamine standard solution
should have peaks at the same wavelength
(= 2nm). / Y®-cnexTps! NOITOLIEHHS
UCTIBITYEMOrO  pacTBOpa M pacTBopa
cTaHgapTHoro  ofpasua  KeToposaka
TpoMeTaMMHa JIOJIKHBI HMETD
MaKCUMYMbI TIpU OJHOHU U TOH Xe IJIMHE
BOJIHBI (+ 2 HM).

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

[Tpumeuanue: Ilpoaykrt coorseTcTBYeT Tpebosanusm HJL 3axmouenne: OJOBPEHO

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

Ioaroropneno: Pardeep Kumar IIposepeno: Pawan Kumar OnobpeHo: Menemxep / PykoBoauTens
o — 4 Amit Kumar f{ s

Reprint Date / Reprint Date/ ' Reprint Date / v

Hara: 30.11.2024 Jara: 30.11.2024 Jara: 30.11.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, Indis
Tel. +G1 45 4960 2900, Fax: +51 49 4900 2999, Ernail: maii@drraddys.com
CIN: L85195AP19834PLCO04507
wwwe.arreddys.com



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

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

Distt. Solan, H.P, 173 205, INDIA
CERTIFICATE OF ANALYSIS Tel : +91 98166 56001-02
CEPTUDPUKAT AHAJIM3A wiww.drreddys.com

Product : Ketorol Express (ketorol

ac) Orally Disintegrating Tablets 10 mg

IponykT: Keropon® Dxenpecc (keroposiak) TabjeTkH, IucHeprupyemMsple B MoJ0CTH pra, 10 Mr

Market / Poinok :Russia / Poccus

Batch No / ) Batch Quantity / 3600000 tab /

Cepus Ne d MAHOEE O0nem cepun " 3600000 Tab

Analytical Repourt No/ - 040002736494 Date of Analysis / . 30.11.2024

AnajgutuveckHii oTueT Ne JarTa ananinza

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

JaTta npon3Boacrea I'ogen no

Mfg. License No. / ] .

IpoussoacTBenHan : MNB/05/263 TS DR ¢ S (DD
Homep PY RU)

JuueH3Hsa Ne

Analysis performed according ND:

/ Ananns nposeaen no HJ: JITI-Ne(004669)-(PI'-RU)-190224

Page2of 9/ Crp.2 139

No

Test / [Tokazarenn
Ne

Results / PesyapTartnl Specification / Hopma

Complies / CooTBEeTCTBYET 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). / Bpemsi yaepKUBaHHA
OCHOBHOTO TMMKa Ha XpomaTorpaMmme
HCHBITYEMOTO pacTBopa JOJIKHO
COOTBETCTBOBaTH BPEMEHU YAEPKUBAHUA
OCHOBHOIO IMKa Ha XpoMaTorpamme
pacTBopa CTaHIApTHOTO obpasua
KeToposiaka  TpoMeTamuHa  (pasgen
«KonuvecTBeHHOE ONpEETICHUEN).

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

ITpumeuanue: I[Ipogykr cootBeTcTBYeT TpeboBaHusM HJJ 3akmouyenue: OJOBPEHO

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

Iloprorossneno: Pardeep Kumar Hposepeno: Pagyan Kumar Onobpeno: Menemxep / PykoBoauresb
it A— Amit Kumar ,(\ ~

Reprint Date / ' Reprint Date / Reprint Date / v

Jara: 30.11.2024 Jara: 30.11.2024 Jarta: 30.11.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, [ndis

Tel.

#5143 4800 2900, Fax: +91 40 4900 2999, Erail: maii@drreddys.com
CIN: L85195AP19S4PLCD04AS07
wiyws arceddys.com



Dr.Reddy’s ":’

CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories Ltd.

Formulation Unit-6

Viil. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P, 173 205, iNDIA

Tel 1 +91 98156 56001-02

CEPTUOHUKAT AHAJIM3A

s i~ A e s
WAL GIredays.coin

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
I poayxt: Keropoa® Jxenpece (keTopoJak) Tab/ieTKH, AUcCHeprupyeMble B OJ0CTH pra, 10 mr

Market / Poinok :Russia / Poccus

Batch No / ] Batch Quantity / 3600000 tab /

Cepus Ne £ V2402472 O0bem cepun " 3600000 Tab

Analytical Repovrt No/ - 040002736494 Date of Analysis / . 30.11.2024

AHanuTHueckuii oTyeT No JlaTa ananuza

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

Jara npon3BoacTBa T'omen 10

Mfg. License No. / . o

IIpou3sBoacTBeHHast : MNB/05/263 RAsnumber:] T R(OI4862)- (D
Homep PY RU)

JaneHsusa Ne

Analysis performed according ND:

/ Anasms nposeaen o HJI: JITI-Ne(004669)-(PT-RU)-190224

Page30f9/Crp.3u39

and
peaks

butylhydroxyanisole

butylhydroxyanisole on

«CoaepxaHue
OY WM APOKCUAHN01A).

i.g Test / [TokazaTeab Results / Pe3yabTaThl Specification / Hopma
Butylhydroxyanisole / Complies / CooTBeTCTBYET The retention times of 2-
Lymunaudpoxcuanuzon butylhydroxyanisole and 3-

butylhydroxyanisole peaks on the

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

3
the

chromatogram of butylhydroxyanisole
standard solution ("Butylhydroxyanisole

content" section). / BpemMena
yIAeP)KUBAHUS MTUKOB
2-6yTHITHOPOKCHAHU30J1a 7}
3-6yTUITHAPOKCUAHU30J1a Ha

XpoMaTorpaMMe HCOBITYEMOIo pacTeopa

JOMKHBI  COOTBETCTBOBaTb  BPEMEHaM
yIAEpPKUBaHHA MTHKOB
2-6yTUArHAPOKCHAaHU3011a U
3-0yTHIrHAPOKCHAHU301a Ha

XpOMaTorpaMMme pacTBopa CTaHAApTHOIo
o6pasua GyTHIriApoKcHaHU3oa (pa3en

Remarks : The Product conforms to

ITpumeuanue: [TpoaykT cooTBeTcTBYET TpeGoBaHusim HJT

ND/

Conclusion : APPROVED /
3axmouenne: OJOBPEHO

Prepared by /
[MoarorosneHo: Pardeep Kumar

Checked by /
[IporepeHo: Pa“rrj-ln Kumar

-

Approved by: Manager/Executive /
OnoGpeno: Menemxep / PykosQuurens
Amit Kumar / "

Reprint Date /
Hara: 30.11.2024

Reprint Date /
Jara: 30.11.2024

Reprint Date / !
Jara: 30.11.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, Indiz
+91 40 49C0 2900, Fax: +51 410 4300 2999, Email: maii@drreddys.com
CIN: L85195AP1984PLCO04507

Tel:

viwarreddys.com




Dr.Reddy’s Q':'

CERTIFICATE OF ANALYSIS

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

Viil. Knol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
Tel: +91 98166 50001-02

CEPTUO®UKAT AHAJI3A

wwwdrreddys com

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoayxr: Keropon® Dkcnpecc (keTopojak) TabeTK, ANCHeprapyemMble B 10I0CTH pra, 10 mr

Market / PoiHOK :Russia / Poccus

Batch No / . Batch Quantity / 3600000 tab /

Cepusi Ne § VBt O6beM cepuH " 3600000 Tab

Analytical Repourt No/ - 040002736494 Date of Analysis / . 30.11.2024

AHaTMTHYECKHH oT4eT Ne JlaTa ananusa

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

JlaTta nponzBoacrea T'onen go

Mfg. License No. / . "

ITpousBoacTBeHHAN : MNB/05/263 BYamumber: ) e (LU ORI
Homep PY RU)

JuneH3us Ne

Analysis performed according ND: / Anaaus nposeaen mo HJI: JITT-Ne(004669)-(PT-RU)-190224

Page 4 of 9/ Crp. 4 u3 9

NN? Test / [TokasaTenb Results / PesynbTaTsl Specification / Hopma
3 Average weight / Cpeansin 69.3 mg/ 69.3 Mr 67.2 mg to 72.8 mg (70.0 mg + 4.0 %). /
macca . 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 %;
OAHOPOIHOCTH MaCChl 2/20 tablets - not more than + 20 %. /
18/20 TabaeTor — wWe Aanece H 10 0%
2/20 rabnetok — He 6oaee + 20 Y.
4 Disintegration time / 00 min 43 sec / 00 MuH 43 cex Not more than 3 min. / He 6onee 3 MuH.
Pacnapaemocthb
5 Dissolution / PacTeopenue Unit-1 / Tabn-1 95 % Not less than 75% (Q) of
. CisH13NO3C4H1NO3 (ketorolac
ity Taowr4 e tromethamine) in 15 min. / He Menee
Unit-3 / Ta6n-3 98 % 75 % Q CisHisNO3+C4H 1 NO3
] (keTopo/aka TpoMeTaMuH) uepe3 15 MuH.
Unit-4 / Tabn-4 98 %
Unit-5 / Tabn-5 96 %
Unit 6/ Ta6n 6 08 %%

Remarks : The Product conforms to ND/
[pumeuanue: [Ipoaykr cooTBeTcTBYeT TpebGosanusam HJI

Conclusion : APPROVED /
3aknwuenne: OJOBPEHO

Prepared by / Checked by /
IToarorosneno: Pardeep Kumar [Iposepeno: Pawan Kumar

o

Approved by: Manager/Executive /
OnobpeHno: Menemkep / Pykoponutens

—

Reprint Date / J
Hara: 30.11.2024

Reprint Date /
Hara: 30.11.2024

Amit Kumar
Reprint Date / \
Hara: 30.11.2024

Registered Cffice: 8-2-337, Road No. 3, Banjara Hills, Hvderabad - 500034, Telangana, Indiz
Tel: +81 40 4900 2900, Fax: +91 40 4900 2999, Email: maii@drraddys.com
CIPi: L85195AP1984PLCOD4507
vayvdrreddys.com




Dr.Reddy’s ‘%.‘

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

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

CERTIFICATE OF ANALYSIS Tel : +91 98166 56001-02
CEPTU®UKAT AHAJIN3A www.drreddys.com
Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Hpoaykr: Keropoa® Dkenpece (keropoaak) TabieTKH, IHCIeprupyemMbie B 10J0cTH pra, 10 mr
Market / Poinok :Russia / Poccus
Batch No / : Batch Quantity / . 3600000 tab /
Cepus Ne 4 ¥2402472 O6nem cepun ~ 3600000 Tab
mnlyecal, Repois ot . 040002736494 Date of Analysis /| . 34 11 594
AHANHTHYECKHH oTueT No JaTa ananuza
Date of Manufacture / - 11/2024 Date of Expiry / . 10/2026
JaTta npounsBoacTea T'open no
Mfg. License No. /
: -Ne(004669)-(PI'-
IIpou3BoacTBeHHAA : MNB/05/263 MA numpbrr: / : SN0 )~
Homep PY RU)
Juanen3us Ne
Analysis performed according ND: / Auajus uposenen mo HJI: JITI-Ne(004669)-(PI'-RU)-190224
PageS5of 9/ Crp.5u39
iﬂo Test / IlokazaTennb Results / PeyabTaTbl Specification / Hopma
6 Particle size distribution / Complies / CooTBeTcTByET A uniform suspension passing through a
HAucnepcHocts 710 um sieve is formed. / Obpazyetcsa
OJHOpPOIHAas CYCTeH3HsA, MPOXOAsAIas
CKBO3b CHUTO C pa3MepoOM OTBEpCTH
710 MKM.
7 Impurities / TIpumecu
1-hydroxy analog of Below LOD (LOD = 0.0010 %) / not more than 0.5 %; / He 6onee 0,5 %;
ketorolac: / Huxe npenena obHapyskenus (ITO
1-ruapokcuananor =0.0010 %)
KEeTOpOJaKa
1-keto analog of ketorolac / 0.03% not more than 0.8 %; / He 6onee 0,8 %;
1-KeToaHaNOr KeTopojaka
unidentified impurity / not more than 0.5 %; / ne 6onee 0,5 %,;
e NMHIIHAS \
HenIeHTUDUIHpORaHHAs 0.02%
pHUMeCh
total impurities / 0.0464% not more than 1.0 %. / e 6onee 1,0 %.
CyMMa IpuMecei
8 Water content / 29% Not more than 7.0 %. /
ConepxxaHune BOAbI He 6onee 7,0 %.
9 Residual solvents / OcTaTouHble OpraHHYecKHe PacCTBOPHTEIH

Conclusion : APPROVED /
3axmogenune: OJJOGPEHO

Remarks : The Product conforms to ND/
ITpumeuanue: IIpogykt coorBeTcTBYeT TpeboBanusm H/JI

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

ITonroroeneno: Pardeep Kumar IIpoBepeno: Pawan Kumar Onobpeno: Menemxep,/ Pykopoauresns
- A Amit Kumar Pk -

Reprint Date / Reprint Date / | Reprint Date / \ -

Jara: 30.11.2024 Jara: 30.11.2024 Jata: 30.11.2024

Registered Cffice: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel. +91 45 4960 29G0, Fax: +91 40 4900 2999, Ernail: maii@drraddys.com
CIN: L85195AP1984PLCOD4507
wwye.arreddys.com



Dr. Reddy's Laboratories Ltd.
@e Formulation Unit-6
DI’. Reddy’s ".. Viil. Khol, Nalagarh Road, Baddi,
. Distt. Solan, H.2,, 173 205, INDJA
CERTIFICATE OF ANALYSIS Tel : +91 98156 56001-02
CEPTHPUKAT AHAJIN3A vwrdrreddys.com

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Mpoaykr: Keropon® Dxcnpece (keToposak) Tab/ieTKH, AHCHEPrHpyeMble B 0J0CTA pTa, 10 mr

Market / PoiHOK :Russia / Poccns

Batch No / ) Batch Quantity / 3600000 tab /

Cepus Ne Mol O6bem cepun * 3600000 Tab

Analytical Repourt No/ - 040002736494 Date of Analysis / . 30.11.2024

AHanurHueckui oTuyeT Ne JlaTa ananuza

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

Jara npon3BoACTBa Tonen go

Mfg. License No. / . .

Ilpon3BoacTBeHHas : MNB/05/263 e : L LR Ha

Homep PY RU)

JIMneH3Hs Ne

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

Page 6 of 9/ C1p. 6 m3 9

i‘? Test / [Toka3aTenb Results / Pe3yabTaThl Specification / Hopma
Isopropyl alcohol / 74 pg/tab / Not more than 350 pg/tab. /
H3onponaxon 74 MKr B Tabnetke He 6onee 350 Mxr B TabneTke.

10 Microbiological purity*/ Mukpo6uosorudeckasi 4ucTota*

= __

Total Aerobic Microbial not more than 10> CFU/g; /

Count / obuice yucno ne Gonos 103 KOE/;

a3poOHBIX MUKPO- L

OpPTaHH3MOB

Total Combined Yeast and not more than 10*> CFU/g; /

mold count / ob1iee yucO NA He 6onee 10° KOE/r;

JPOXOKEBBIX M TIECHEBBIX

rpuboB

Escherichia Coli NA shell be absent in 1 gram. /
OTCYTCTBHE B 1 T.

11 Uniformity of dosage units / 1.9 Acceptance value (4F) not more than
OaHopoaHOCTL 15.0 Tlokasatens npuemseMocTu (AV)
JI03UPOBAHHBIX €JMHHIL NOJDKeH ObITh He 6onee 15,0.

Remarks : The Product conforms to ND/ Conclusion : APPROVED /
ITpumeuanue: Ilpoayxr cooTsercTyeT TpeboBanusm HJI 3axmwouenne: OJJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
IMoarorosneno: Pardeep Kumar IIporepeno: Pawan Kumar Onobpeno: Menemxep / Pykopoaurens

ol— 0 Amit Kumar (\\ e =
Reprint Date / Reprint Date/ Reprint Date / 1
Jara: 30.11.2024 Hara: 30.11.2024 Jara: 30.11.2024

Registered Cffice: 8-2-327, Road No. 3, Banjara Hills, Hvderabad - 500034, Teiangara, Indis

Tel: #9145 4960 2960, Fax: +91 40 4900 2999, Ernail: maii@drraddvs.com
CIN: L85195AP1981PLCNO4AS0T
wvavdrreddys.com



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

S
Y °® Viil. Knol, Nalagarh Road, Baddi
Dl'. Reddy S ‘.’ Distt. Solan, H.P.,, 173 205, INDIA
CERTIFICATE OF ANALYSIS Tel : +91 98166 56001-02
CEPTUPUKAT AHAJIM3A www.drreddys.com

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Iponykt: Keropon® Jkenpecc (keToposak) TabaeTKu, JucneprapyemMsble B HoJ10¢TH pra, 10 mr

Market / Poinok :Russia / Poccus

Batch No / _ Batch Quantity / 3600000 tab /

Cepus Ne 8 Ve O6beM cepun " 3600000 Tab

Analytical Repourt No/ . 040002736494 Date of Analysis / . 30.11.2024

AHaJTUTHYECKHH 0T4eT Ne Jara ananusa

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

Jlara npou3BoacTBa TI'ogen no

Mfg. License No. / . .

IpouszBoacTBeHHAs : MNB/05/263 DA mumhors  SEH(00ZC0DZETE
Homep PY RU)

Junedsus Ne

Analysis performed according ND: / Anann3 nposenen no HJI: JITI-Ne(004669)-(PI'-RU)-190224
Page 70f 9/ Crp. 7u3 9

No

No Test / Iloka3zaTennb Results / PesynbTaTs! Specification / Hopma
12 Assay / KonnuecTBeHHOe 9.9mg/9.9 mr From 90mg to 11.0mg of
onpeaejaeHue (98.9 %) CisHi3NO3°C4H; 1INO; (ketorolac
tromethamine) (from 90.0 to 110.0 % of
the label claim) per tablet. / Ot 9,0 Mr oo
1 1,0 Mr C15H13N03’C4H1 1NO3
(ketoponaka TpomeramuH) (oT 90,0 mo
110,0 % oT 3asBJIEHHOrO KOJHYECTBa) B
TabJeTke.
13 | Butylhydroxyanisole 0.0973 mg/tab / Not less than 0.042 mg/tab. /
content / CogepxkaHue 0.0973 mr B Tabnerke He menee 0,042 mr B TabneTke.
OYTHIrHAPOKCHAHHU30.1a
14 | Package description / 10 tablets in a blister of | 10 tablets in a blister of (PA/AL/PE with
OnucaHune ynakoBKM (PA/AL/PE with | desiccant/HDPE) foil / (PE/AL) foil. 1 or

desiccant/HDPE) foil // (PE/AL) | 2 blisters with patient information leaflet
foil. 2 blisters with patient | in a carton pack. / ITo 10 Tabnetok B
information leaflet in a carton | OnucTepe u3 (TTA/AJI/IID c
pack. / Tlo 10 Ta6merok B | BnaromornorureneM/[15BII) donery //
Onaucrepe w3 (IA/AJ/TID ¢ | (IID/AJ]) donbru. Ilo 1 unu 2 6nuctepa
Braronornoruresem/I19BIT) BMECTE C JIMCTKOM-BKJIZJBIIIEM B IIaYKy
¢omeru // (II3/AJT) donsru. Ilo | KapTOHHYFO.

2 6iHcTepa BMECTE C JTHUCTKOM-
BKJIaABILIEM B navyKky
KapTOHHYIO.

* 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.

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

Ilpumeuanue: IIponykt cooTBeTcTBYET TpeboBanusam HJI 3axsogenne: OJOBPEHO

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

[Moarorosneno: Pardeep Kumar IIposepeno: Pawan Kumar Ono6peno: Menemxep / Pyxorioz;_l-lrenb
=t — P Amit Kumar PN

Reprint Date / Reprint Date / / Reprint Date / \

Jara: 30.11.2024 Jara: 30.11.2024 Jara: 30.11.2024

Registered Cifice: 8-2-337, Rcad No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel. +91 40 49CC 2900, Fax: +91 40 4900 2999, Email: maii@drraddys.com
CIN: L85195AP1984PLCNO4507
www.arreddys.com



Dr.Reddy’s 1‘:'

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

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

CERTIFICATE OF ANALYSIS Tel : +91 98166 56001-02

CEPTUO®UKAT AHAJIN3A www.drreddys.com

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykr: Keropon® Dkcnpece (KeTopoJak) TabsieTKH, ANCHeprupyeMble B M010¢TH pTa, 10 Mr

JHIeH3Hsa Ne

Market / PoiHok :Russia / Poccus
Batch No / , Batch Quantity / 3600000 tab /
Cepus Ne V2402472 O6Bem cepuH " 3600000 Tab
Analytical Repo:‘t No/ - 040002736494 Date of Analysis / . 30.11.2024
AHanurH4yecknii oTyet Ne JlaTa ananuza
Date of Manufacture / - 11/2024 Date of Expiry / - 10/2026
Jara npon3Bsoacrsa Togen no
Mfg. License No. /

. MA number: /  JIII-Ne(004669)-(PT -
IIpou3sBoacTBeHHasI - MNB/05/263 Homep PY " RU)

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

Page8of 9/ Crp. 8u3z 9

= le/l BbIMYCKeE JIEKAPCTBEHHOI 0 Mpenapara KOHTPOJIb Ka4ecTBa Mo noKa3aTe/ito «M"KpOﬁHOJ’lOl"H'—ICCKaﬂ
YUCTOTA» NPOBOAUTCH AJIH kaxaon 20-oii CepHUH, WJIH AJIsA OAHOM CE€pPHH B rojl, B 3aBUCHMOCTH OT TOI'0, 4TO

HACTYNMT paHblLile.

API name / HaumenoBauue APC:

Ketorolac tromethamine / KeToposiaka TpoMETaMUH

INN / MHH:

Ketorolac / Keroponak

ATPI manufacturer batch number /
HomMep cepun npoussogutenas ADC:

ABRHUU /413

FP Manufacturer API Batch number /
Homep cepun cy0cTaHIIHA HPOH3BOIHTEIN
TJ®:

FERA00477

API Manufactured by & country /
Hpouzeoaurenn ADC, crpana:

Dr. Reddy's Laboratories Ltd., India /
JI-p Penau'c JlaGoparopuc JIta., Uuaus

Name, address, authorization No for  FP
manufacturing site / Control site / Release
site /

HauMeHoBanue, aipec, THIEH3HS s
IIpoussoacrBennas miomaaka / Ilnomanka
KOHTPOJIA kayecTBa / Ilnomagka BpInycKa

Dr. Reddy's Laboratories Ltd., India, Formulation Unit-6, Vill. Khol,
Nalagarh Road, Baddi, Distt. Solan (HP) 173205, India (license No
MNB/05/263) /

J-p Penaw’c Jlabopatopuc JIta., Unaus, IlpousBoacTeenHoe
noapasnenenue-6, Buwin. Kxons, Hanarapx Poyn, bagnu, Juctpukt
Conan, X.I1., 173205, Unaua (muuensus nomep MNB/05/263)

Declaration of certification: «I hereby certify that the above information is authentic and accurate. This batch of
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.

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

ITpumeuanue: IlpoaykT cooTBeTcTBYET TpeboBanusam HII 3axmouenne: OJJOGPEHO

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

IToaroroeneno: Pardeep Kumar [Ipoeepeno: Pawan Kumar Onobpeno: Menemkep / Pykosoaurens
o X Amit Kumar [Ser®

Reprint Date / Reprint Date // Reprint Date / \

Jara: 30.11.2024 Jlara: 30.11.2024 Jara: 30.11.2024

Registered Cffice: 8-2-337, Road No. 3, Banjara Hills, hvderabad - 500034, Telangana, Indiz
Tel: +91 40 49C0 2900, Fax: +91 40 4300 2999, Email: maii@drraddys.com

CIN: LB5195AP1984PLCNA4507
wwve.drreddys.com



Dr.Reddy’s ":'

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

Viil. Knol, Nalagarh Road, Baddi,
Distt. Solan, H.P,, 173 205, |NDIA

CERTIFICATE OF ANALYSIS Tel : +91 98166 56001-02
CEPTHO®UKAT AHAJIU3A www.drreddys.com
Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg B
IIpoayxt: Keropoa® Dxenpece (keTopo.iak) TabiieTKH, JUCHEprupyembie B 10J0cTH pTa, 10 Mr
Market / PoiHOK :Russia / Poccus
Batch No / _ Batch Quantity / 3600000 tab /
Cepusa Ne - V2402472 O06nemM cepuu " 3600000 Tab
Analytical Repourt No/ - 040002736494 Date of Analysis / - 30.11.2024
AHanuTHYEeCKHI oTueT Ne JlaTa aHaan3a
Date of Manufacture / - 11/2024 Date of Expiry / - 10/2026
JlaTa npon3BoACTBA I'ogen no
Mfg. License No. / ) o
IlpoussoacTBennas : MNB/05/263 D memberr ;. MI-Ne(004669)-(PT-
Homep PY RU)
Junen3ust Ne
| Analysis performed according ND: / Anaau3s nposened no HJI: JIII-Ne(004669)-(PI'-RU)-190224
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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».

3akmioyenne o cooTBeTcTBHU: «HacTosmum s MOATBEpXKAat0, YTO IMpHBEeIeHHAas Bbllle HHPOPMAIUs SBISLETCS
JIOCTOBEpHOH M TOYHOH. DTa cepus MPOAYKIMH MpoU3BeNeHa (BKIIOUas YIAaKOBKY (MapKUPOBKY) H KOHTpPOJIb
Ka4eCTBa) Ha BBIIICYKA3aHHOH IPOHZBOJCTBEHHON IUIomAanke (TMIOMIAAKaX) B TOJHOM COOTBETCTBHH C
TpeboBaHusMu [IpaBuin Haanexamel MPOU3BOACTBCHHON IMPAaKTHKH EBpasHICKOro 3KOHOMUYECKOTO coro3a (Ne
GMP/EAEU/RU/00554-2022 ot 02 centsiops 2022) u TpeGoBaHASIME KOHTPOJIS KaUeCTBa JIEKAPCTBEHHBIX CPEJICTB,
a TalKKe B COOTBETCTBUH CO CHENM(DUKAIMIMH, COACPXKAIUMHUCS B PETHCTPAIIHOHHOM J0ChE CTPAaHBI-UMIIOPTEPA.
3arucy 1o NPOU3BOACTBY, YIIAKOBKE U aHATH3Y IPOBEPEHEI, U YCTAaHOBJICHO UX COOTBETCTBHE TpeboBaHusM [Ipasun
HaJUIeXaned Ipon3BOACTBEHHON NpakTUKH EBpa3suifickoro 5KOHOMUYECKOTO COI03a».

Remarks : The Product conforms to ND/
IIpumeuanue: [IpogykT cooTBeTcTBYET Tpebosanuam HJL

Conclusion : APPROVED /
3akawuyenne: OJOBPEHO

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

IToaroroeneno: Pardeep Kumar ITposepeno: Pawan Kumar Opnobpeno: Menemxep [ Pykosoaurens
A /é___ Amit Kumar | N-: L=

Reprint Date / Reprint Date/ Reprint Date / \

Hara: 30.11.2024 JHara: 30.11.2024 Hara: 30.11.2024

Registered Cffice: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, Indiz
Tel: +91 4G 49C0 2960, Fay: +91 40 4900 2998, Ernail: maii@drreddys.com
CIN: L85195AP1984PLCO04507
wwvedrreddys.com



