Dr.Reddy’s ‘g'.

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

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

CERTIFICATE OF ANALYSIS Tel : +91 98166 56001-02
CEPTU®UKAT AHAJIM3A www.drreddys.com

Product : Ketorol Express (ketorol

ac) Orally Disintegrating Tablets 10 mg

Ilpoayxr: Keropoa® Dxcenpece (xeroposak) TabaeTkn, Aucneprupyemsie B noaocts pra, 10 mr

Market / PoiHok :Russia / Poccus

Batch No / _ Batch Quantity / 3600000 tab /

Cepnsi Ne V2402374 O61bem cepun " 3600000 Tab

Analytical Report No/ - 040002730532 Date of Analysis / . 18.11.2024

AHaJuTHYeCKHH oTyeT Ne JaTta ananu3za

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

[aTta npoH3BoacTBa T'open no

Mfg. License No. / . .

Ilpou3BoAcTBEHHAS : MNB/05/263 SV Smber / . JII-Ne(004669)-(PT-
Homep PY RU)

JuneH3nsi Ne

Analysis performed according ND:

/ Anamms nposeaed no H: JITI-Ne(004669)-(PT'-RU)-190224

Pagel1 of 9/Crp. 1 u3 9

i.no Test / Iloka3aTesnnb Results / PesyabTaTtsl 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. / Kpyrisle
side. / Kpyrible miockue miockue TabneTku ¢ ¢ackoid, CBeTno-
TabneTkH ¢ packoi, cBETIO- XEJTOro IBeTa C [PaBHPOBKOH «l» Ha
)KeJITOrO IBETA C TPaBUPOBKOI OJHOM CTOPOHE.

«l» Ha OTHOMU CTOpOHE.

2 Identification / Unentud

HKalOHus

Ketorolac / Kemoponax

Complies / CooTBETCTBYET UV spectra of the test solution and
ketorolac tromethamine standard solution
should have peaks at the same wavelength
(= 2nm). / Y®-criekTpbl NOIJOLICHUA
MCOBITYEMOTO  pacTBOpa M pacTBopa
CTaHmapTHOro  ofpasua  KeTOpOJiaKa
TpoMeTaMHHa JOJDKHBI UMETD
MAaKCHMYMbI [IpH OJHOHM U TOH Xe IJIMHE
BOJIHEI (+ 2 HM).

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

Ipumeuanue: [TpoaykT cooTBeTcTBYET TpeboBanram HJI 3akmoyenue: OJJOBPEHO

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

IMoarorosneno: Yograj IMposepeHo: Santosh Kumar | Onobpeno: Menemkep / Pykosoz iTenb
Maurya 5:_@1_ Pavan Kumar Sharma e

Reprint Date / Reprint Date / Reprint Date / =

Jara: 18.11.2024 Jara: 18.11.2024 Jara: 18.11.2024

Registered Cffice: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4300 2999, Email: mai!@drreddys.com

CIN: L85195AP1984PLC0O04507
www.direddys.com




Dr.Reddy’s ":'.

CERTIFICATE OF ANALYSIS

Dr. Reddy's Laberatories Ltd.
Formulaticn Unit-6

Vili. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 172 205, IND!A
Tel : +91 98166 56001-02

www. drreddys com

CEPTUOPUKAT AHAJIM3A

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

Hpoaykr: Keropon® Dxenpece (keToposiak) TabaeTkH, AHcHeprapyevMble B N0J0cTH pra, 10 mr
Market / Peinok :Russia / Poccus
Batch No / ) Batch Quantity / 3600000 tab /
Cepusa Ne V2027 O6bem cepun " 3600000 Tab
Analytical Repovrt No/ - 040002730532 Date of Analysis / . 18.11.2024
AnajgaTHYecKH oTUyeT Ne JlaTra ananausa
Date of Manufacture / - 11/2024 Date of Expiry / - 10/2026
JaTa npou3BoOACTBA T'ogen oo
Mfg. License No. / . .
Ilpou3BOACTBEHHAS : MNB/05/263 NI bEGH j IIERR(00466%)=(RI

Homep PY RU)

Juunen3ust Ne
Analysis performed according ND: / Ananus nposexen mo HJI: JINI-Ne(004669)-(PT'-RU)-190224

Page2 of 9/Crp.2 n39

No
Ne

Test / [Tloka3zaTenanb

Results / PesyabTaTthl

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). / Bpemsa ynepXHBaHHA
OCHOBHOrO [IHKa Ha XpoMmaTorpamme
HCIIBITYEMOTO pacTtBopa JOOJDKHO
COOTBETCTBOBATH BPEMEHU YAEPKHMBAHUA
OCHOBHOI'O TMHKa Ha XpoMaTorpaMmme
pacTBopa CTaHIapPTHOTO oGpasua
KeTopoiaka  TpoMeTaMMHa  (paszen
«KonnuecTBeHHOE ONpeesIeHHE).

Remarks : The Product conforms to ND/
ITpumeuanue: [IponykTt cooTBeTcTBYET Tpebosannsam HJI

Conclusion : APPROVED /
3akmouenne: OJJOBPEHO

Prepared by /
IMoarororneHo: Yograj

@A

Checked by /

[Iporepeno: Santosh Kumar
Maurya \j\

Approved by: Manager/Executive /,

OnobpeHo: Menemxkep / Pyxoaon;@kﬁ__
Pavan Kumar Sharma |

Reprint Date /
Jarta: 18.11.2024

Reprint Date /
Jlara: 18.11.2024

Reprint Date /
Jara: 18.11.2024

Registered Cifice: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telanzane, India
Tel. +81 30 4900 2500, Fax: +51 20 4500 2999, Ernail: maii@direddys com
CING L353.85AP15S4FLCO0AE07

wenvedireddys.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, IND!A
Tel : +91 98166 56001-02

CEPTUDPUKAT AHAJIN3A

R N I Py T —
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Product :

Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoayxt: Ketopon® Dxenpece (keTopoiak) TabJaeTKH, JUCIePrUpyeMble B MOJI0CTH pra, 10 Mr

Market / PoiHoK :Russia / Poccus

Batch No / . Batch Quantity / 3600000 tab /

Cepus Ne : Vd028 O6bem cepuu " 3600000 Tab

Analytical Repo:’t No/ . 040002730532 Date of Analysis / . 18.11.2024

Anajgutndeckui oruer Ne JlaTa aHanu3a

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

JaTa npon3BoacTBa I'onen 10

Mfg. License No. / . o

Hpou3ssoacreennas - MNB/05/263 MM, mumberz) i e e (10662) S(EIS
Homep PY RU)

Junensus Ne

Analysis performed according ND:

/ Amanus nposeged no HJI: JITI-Ne(004669)-(PT'-RU)-190224

Page30of9/Cyp.3 m39

NNS Test / [lokazaTennb Results / Pe3yabTaThl Specification / Hopma
Butylhydroxyanisole / Complies / CooTBeTCTBYET The retention times of 2-
bymuneudpoxcuanuzon 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
yIEPKUBAHUSA ITHKOB
2-6yTUIATHAPOKCHAHN30I1a %}
3-6yTUATHAPOKCHAHM30JIa Ha
XpOMaTorpaMMe HCIBITYEMOTO pacTBOpa
DOJDKHBL  COOTBETCTBOBATh  BPEMEHAM
yIep)KUBaHUS TIHKOB
2-6yTUNTUOPOKCHAHU30J1a U
3-6yTUNruapoKcUaHn3oNa Ha
XpOMaTorpaMMe pacTBOpa CTaHIAPTHOIO
obpasua OyTUIrHapOoKcUaHu30a (pa3aen
«CopepxaHue
OyTHITHAPOKCHAHU3OJIAN).

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

[Tpumeuanue: Ilpoaykt COOTBETCTEYET tpedoranusm HJL 3akawuenne: OJJOBPEHO

Prepared by / (v 4 | Checked by/ Approved by: Manager/Executivc /

IMoarorosneno: Yograj [IpoeepeHo: Santosh kumar Ono6peHo: Menemxkep / P}J\OBOHHTE};]J:___,

Maurya AX Pavan Kumar Sharma N
Reprint Date / Reprint Date / ) Reprint Date /
Hara: 18.11.2024 Jata: 18.11.2024 Jara: 18.11.2024

Registered Office: 8-2-337, Road No. 2

, Banjara Hills, Hyderabad -

500034, Telangana, India

Tel: +91 40 4900 2800, Fax: +91 40 4900 2999, Ernail: mait i@drreddys.com

CIN: 1L.851354P1984PLL0O04507
wwhw. drreddys.com




Dr.Reddy’s ":'.

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

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

CERTIFICATE OF ANALYSIS Tel : +91 98166 56001-G2

CEPTUDPUKAT AHAJIM3A

www.drreddys.com

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
TIpoaykr: Ketopoa® Dxcnpecce (keTopoak) TabJaeTku, ANCHeprupyeMsie B nojgocrn pra, 10 mr

Market / Poinok :Russia / Poccus

Batch No / _ Batch Quantity / 3600000 tab /

Cepns No V2202374 O6nbem cepun " 3600000 Tab

Analytical Repourt No/ . 040002730532 Date of Analysis / . 18.11.2024

AHaauTHyeckHH oTuer Ne JlaTa ananuza

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

Jlara npousBoacTBa I'ogen ao

Mifg. License No. / . .

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

auneH3us Ne

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

Page 4 of 9/ Crp. 4 u3 9

%? Test / [Toka3aTenb Results / PesyabTaTthl Specification / Hopma
3 Average weight / Cpennsis 69.5 mg / 69.5 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 %;
OIHOPOAHOCTH MACChI 2/20 tablets - not more than = 20 %. /
18/20 Tabnerok — He Oomee = 10 %;
2/20 Tabnetox — He Gonee 3 20 %.
4 Disintegration time / 00 min 55 sec / 00 MuH 55 cex Not more than 3 min. / He 6onee 3 MuH.
PacnagaemocThb
5 Dissolution / PacTBopeHe Unit-1/ Ta6n-1 97 % Not less than 75% (Q) of
. Ci15sH13NO3C4H1NO3 (ketorolac
Unit-2 / TaGn-2 104 % tromethamine) in 15 min. / He meHee
Unit-3 / Ta61-3 99 % 75 % Q) Ci5sH13NO3*C4H 1 NO3
. (keTopoJiaka TpOMETaMHH) depes 15 MuH.
Unit-4 / Tabn-4 101 %
Unit-5 / Tabn-5 100 %
Unit-6 / Tabn-6 100 %

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

IMpumeuanue: IIpoayKT cooTseTcTBYET TpeboBannsm HJI 3aknwuenne: OJJOBPEHO

Prepared by / (¢ o Checked by / Approved by: Manager/Executive /

[Toaroroeneno: Yograj ITpoeepeno: Santosh Kumar | Ono6peno: Menemxkep / Pykosoghrens .
Maurya AN Pavan Kumar Sharma V=

Reprint Date / Reprint Date / Reprint Date /

Hara: 18.11.2024 Jara: 18.11.2024 Hara: 18.11.2024

Registered Oifice: 8-2-337, Road No. 2, BEanjara Hills, Hyderabad

- 500034, Telangana, India

Tel. +81 40 4900 2500, Fax: +91 40 4900 2928, Email: mail@drreddys.corm

CIN: L251854AP1984PLED04A507

Wy direddva.com




Dr.Reddy’s ":‘.

CERTIFICATE OF ANALYSIS

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

Vill. Khol, Nalagarh Road, Badd,

Disit. Solan, H.P,, 173 205, IND!A
Tel : 491 98166 56001-02

CEPTUOPUKAT AHAJIU3A

wyww drreddys com

Product :

Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Hpoaykr: Keropon® Ixcnpece (keropoaak) TadieTKH, AMCHEPrHPyeMble B Mojl0cTH pra, 10 Mr

Market / Poinok :Russia / Poccus

Batch No / _ Batch Quantity / 3600000 tab /

Cepusn Ne b SRRt Oo0nem cepun " 3600000 Tab

Analytical Repo:‘t No/ - 040002730532 Date of Analysis / . 18.11.2024

AHaJuTHYeCKHH oTyeT Ne JlaTa aHau3a

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

JlaTa npoH3BOACTBA Togen g0

Mig. License No. / . .

Ilpon3BoacTBeHHas : MNB/05/263 MA number: / ; ILNE(00669) SRl
Homep PY RU)

JHueH3us Ne

Analysis performed according ND: / Auaan3 nposeaen no HJI: JII-Ne(004669)-(PI'-RU)-190224

Page 50f 9/ Ctp. Su3z 9

i:) Test / Iloka3aTenb Results / PesyabTaThbl Specification / Hopma
6 Particle size distribution / Complies / COOTBETCTBYET A uniform suspension passing through a
JAucrnepcHOCTH 710 um sieve is formed. / O6pasyercs
OINHOpOJIHAs CYCMEeH3us, MNpOXOAsiias
CKBO3b CHTO C Pa3MepOM OTBEPCTHA
710 MKM.
7 Impurities / [Ipumecn
1-hydroxy analog of Below LOD (LOD = 0.0010 %) / not more than 0.5 %; / ue 6onee 0,5 %;
ketorolac: / Huxe npenena obnapyxenus (I1O
1-TuIpOKCHaHAIOT = 0.0010 %)
KeTopoJiaka
1-keto analog of ketorolac / 0.03% not more than 0.8 %; / e 6oxee 0,8 %,;
1-KeToaHANOT KETOpOIaka
unidentified impurity / not more than 0.5 %; / He 6onee 0,5 %;
eIMHUY Has \
HeuaeHTHHULIMPOBaHHAS 0.03%
[pHMECH
total impurities / 0.1% not more than 1.0 %. / He donee 1,0 %.
cyMMa mpumMeceit
8 Water content / 34% Not more than 7.0 %. /
Copep:xanne BOJbI He 6onee 7,0 %.
9 Residual solvents / OcTaTouHble OpraHH4ecKHe PacTBOPHTEH
Remarks : The Product conforms to ND/ Conclusion : APPROVED /

ITpumeuanue: ITpoaykt cooTBeTcTBYET TpebosaHuaM HJI

3akmouenue: OJJOBPEHO

Prepared by /
IToarorosneHo: Yograj

G

Checked by /
ITpoeepeno: Santosh Kumar
Maurya |

Approved by: Manager/Executive r’
Onobpeno: Menekep / Pykosos) Tesh
Pavan Kumar Sharma

Reprint Date /
JaTa: 18.11.2024

Reprint Date /
Jarta: 18.11.2024

Reprint Date / ==

Hara: 18.11.2024

R(.E,ISLCN‘(J Offi

ice: 8-2-327. Road No. 3

, Banjara Hills, Hyderabad - 500034, Telangane, India

fel, #8140 4900 2900, Fax: +51 40 4900 2999, Email: maii@drreddys com
CIMN: L85195AP1984PLCO0450D7

wnvdireddyz.com




Dr.Reddy’s ":"

CERTIFICATE OF ANALYSIS

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

Vill. Khol, Nalagarh Road, Baddi,
Distt. Sclan, H.P., 173 205, IND!A
Tel : +91 98166 56001-02

CEPTUDPUKAT AHAJIN3A

W direddvs.coni
vy VLU \.\JLY_)-L,‘JIII

Product :

Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Mpoaykr: Keropon® Dxenpece (keroposak) Tafiierkn, AucneprupyemMsie B nojgoctu pra, 10 mr

Market / PoiHox :Russia / Poccus

Batch No / . Batch Quantity / 3600000 tab /

Cepua Ne § V2d02smt O0BeM cepHH " 3600000 Tab

Analytical Repo:‘t No/ . 040002730532 Date of Analysis / . 18.11.2024

ARagnrHyeckuii oTyet Ne JlaTa ananuza

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

JlaTta npoH3BOACTBA TI'oaen go

Mifg. License No. / . .

IIpoussoacTBEnHAs : MNB/05/263 AIASAumbErY] g JIILN(004662)=(EIFs
Homep PY RU)

aunen3us Ne

Analysis performed according ND: / Ananu3s nposenen no HJI: JITI-Ne(004669)-(PT-RU)-190224

Page 6 of 9/ Crp. 6 M3 9

1;.:) Test / ITokasaTenan Results / Pe3yabTaTtbl Specification / Hopma
Isopropyl alcohol / 8 pg/tab/ Not more than 350 pg/tab. /
WzomponaHon 8 Mkr B TabneTke He 6onee 350 Mkr B TabneTKe.

10 Microbiological purity*/ Mukpo6uoJjiornyeckast uucrora*®
Total Aerobic Microbial NA not more than 10°> CFU/g; /

Count / obiuee 4nucno He Gosee 10° KOE/r;

a3pOoOHBIX MUKPO-

OpraHH3MOB

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

mold count / obiiee 4ucno He 6onee 10> KOE/T;

JPOXOKEBBIX U [UIECHEBBIX

rpuboB

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

11 Uniformity of dosage units / 4.9 Acceptance value {4V not more than
OaHOpOAHOCTH 15.0 Tlokasatens npuemnemMoctd (4V)
JA03HPOBAHHBIX CAUHUI nomkeH ObITh He 6oee 15,0.

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

[Mpumeuanue: [Ipoaykt cooTBeTcTBYET TpeboBaHusam HJI 3axmiouenne: OJJOBPEHO

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

[ToaroroeneHo: Yograj [Tposepeno: Santosh Kumar | Onobpeno: Menemxkep / Py}\OBOﬂ,H'i'EJTbﬂ
Maurya §/ s Pavan Kumar Sharma =

Reprint Date / Reprint Date / Reprint Date /

Hara: 18.11.2024 Hara: 18.11.2024 Jata: 18.11.2024

Registered Office: 3-2-357, Road No.
Tel.

3, Banjara Hills, Hyderabad - 560034, Tetangana, India

=81 40 4900 2200, Fax: +51 40 4900 2929, Ernail: imaii@drreddys.com

CIN: 185195AP1984PLC00:1507

WY

drreudvi.com




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

Qe
) (1 ] Vill. Khol, Nalagarh Road, Baddi
Dl". Reddys '.. Distt. Solan, H.P, 173 205, INDIA
CERTIFICATE OF ANALYSIS Tel : +91 98166 56001-02
CEPTUOUKAT AHAJIN3A www.drreddys.com

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Mpoayxt: Keropon® Ixcnpece (keTopoyak) TabaeTku, ANCHeprupyembie B MOA0CTH pTa, 10 mr

Market / PoiHOK :Russia / Poccus

Batch No / . Batch Quantity / 3600000 tab /

Cepus Ne el O6nem cepnl " 3600000 Tab

Analytical Repo‘}‘t No/ - 040002730532 Date of Analysis / . 18.11.2024

AHajuTH4ecKHil oTuer No Jdara ananusa

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

JlaTa npoH3BOACTBA T'omen no

Mfg. License No. / ] .

IIpon3BoacTBEHHAR : MNB/05/263 MA pumber: / : JIII-Ne(004669)~(P1 -
Homep PY RU)

JHnen3usa Ne

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

Page 70f9/Crp. 7u3 9

No

No Test / [lokasaTennb Results / PesynbTaThi Specification / Hopma
12 Assay / KoinuecTBeHHOE 9.9 mg/9.9 mr From 9.0mg to 11.0 mg of
onpeaejieHHe (99.4 %) Ci5H13NO3°C4H; 1 NO; (ketorolac
tromethamine) (from 90.0 to 110.0 % of
the label claim) per tablet. / Ot 9,0 Mr mo
1 1,0 Mr C15H13N03'C4H11NO3
(ketoponaka Tpometamun) (ot 90,0 mo
110,0 % OT 3asBJIEHHOT0 KOJNUYECTBA) B
TabieTke.
13 | Butylhydroxyanisole 0.0971 mg/tab / Not less than 0.042 mg/tab. /
content / ConepxaHue 0.0971 mr B Tabnetke He menee 0,042 mr B TabneTke.
OyTHJIrMAPOKCHAHU30J1a
14 | Package description / 10 tablets in a blister of | 10 tablets in a blister of (PA/AL/PE with
OnucaHue yNakoOBKH (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. / Ilo 10 TabneTox B
information leaflet in a carton | OGuucTepe u3 JTA/AJITID c
pack. / ITo 10 raGnerok B | Bnaromornoturenem/[IDBIT) doneru //
6nuctepe uz  (MA/AJVIID ¢ | (IID/AJI) donsru. Ilo 1 mmm 2 6auctepa
Braronorioturenem/I19BIT) BMECTE C JIUCTKOM-BKIIAABIILIEM B NAYKy
¢donsru // (II3/AJT) doneru. Ilo | xapToHHYIO.

2 6nucrepa BMECTE C JIHCTKOM-
BKJIQJBIIIEM B nayKy
KapTOHHYIO.

¥ When the drug product is released, the yuality control for Microbivlvgical 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 /

HMpumeyanue: ITpoaykt cootBeTcTBYET Tpebosanuam HJL 3akmouenue: OJOBPEHO

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

[ToarorosneHo: Yograj IMposepeno: Santosh Kumar | Ogobpeno: Menemxep / PyKOBOD,l'l"l:&E_iL____;_
Maurya 0 Pavan Kumar Sharma Y

Reprint Date / Reprint Date / Reprint Date / -

Jara: 18.11.2024 Jlara: 18.11.2024 Jlata: 18.11.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 560034, Telangana, India
Tel. +81 40 4900 2900, Fax: +91 40 4300 2999, Email: maii@drraddys.com
CIN: L851954P1984P1LCO04AS07
wvadireddyz.com



Dr.Reddy’s €3¢

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

Vill. Khol, Nalagarh Road, Badd;,
Distt. Solan, H.P., 173 205, IND!A

CERTIFICATE OF ANALYSIS Tel : +91 98166 56001-02
CEPTU®UKAT AHAJIN3A www.drreddys.com
Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoayxt: Keropon® Jkcnpecc (keropoJak) TabaeTkH, AHCHEPrHPYeMbIe B IOJ0CTH PTa, 10 Mr
Market / PoiHok :Russia / Poccus
Batch No / . Batch Quantity / 3600000 tab /
Cepus Ne s V2402374 O6bem cepun " 3600000 Tab
Analytical Repo‘f't No/ . 040002730532 Date of Analysis / - 18.11.2024
AHagquTHYECKHH oTyeT No JlaTa ananu3za
Date of Manufacture / - 11/2024 Date of Expiry / . 10/2026
JlaTta npon3BoJcTBa T'onen no
Mfg. License No. / . .
IIpousBoacTBeHAAs : MNB/05/263 M GerEH| 3 L= Ne(004669)=(PIe
Homep PY RU)
JHIeH3ns Ne
Analysis performed according ND: / Anaaus nposegen mo HJI: JIII-Ne(004669)-(PT-RU)-190224

Page 8 of 9/ C1p. 8 u3 9

* [Ipu BbIMycKe JEKapCTBEHHOTO MpenapaTa KOHTPO/Ib Ka4ecTBa Mo nokasatento «Mukpodnoaorayeckas
YHCTOTa» NPOBOAUTCA [UIA Kax0ii 20-0ii cepuu, Win AJIsl OAHOI CEPUH E FOJl, B 33aBHCUMOCTH OT TOr0, 4TO

HACTYIIUT paHblIe.

API name / Haumenosanne ADC:

Ketorolac tromethamine / Ketoponaka TpoMeTaMHH

INN/MHH:

Ketorolac / Keroponak

API manufacturer batch number /
Homep cepun npouspoaureass ADC:

ABPH002429

FP Manufacturer API Batch number /
Homep cepun cyOCTAHIHH HPOH3BOIHTEJIS
TJID:

FERA00519

API Manufactured by & country /
IIpounzsoantens A®C, crpana:

Dr. Reddy's Laboratories Ltd., India /
H-p Peanu'c Jlabopatopuc Jlta., Huaus

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

HauMenoBanue, aapec, JHIeH3HS T
IIpousBoacTBenHas miaomanka / Ilnomagxa
KOHTPOJA KadecTsa / Ilomaaka BeINycKa

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

H-p Pennu’c Jlabopatopuc JIta., Uaaus, IlpoussoacreeHHoe
noapasaenenne-6, Bumn. Kxons, Hanarapx Poyn, bapnu, Iuctpukt
Conan, X.I1., 173205, Unaus (muuensus Homep 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 /

ITpumeyanue: [IpogykT COOTBETCTBYET Tpebopanusm HJI 3axmouenne: OJIOBPEHO

Prepared by / {,_& A Checked by / Approved by: Manager/Executive /

[MoarorosneHo: Yograj [Tposepeno: Santosh Kumar | Onobpeno: Menemkep / Py KOBD.E[H!"EJ j__
Maurya __..‘ Pavan Kumar Sharma

Reprint Date / Reprint Date / Reprint Date /

Hara: 18.11.2024 Jlara: 18.11.2024 Hara: 18.11.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, india
Tel. +51 40 4900 2900, Fax: +91 40 4900 2999, Emnail: maii@drreddys.com

CIN: LB5195AP1984PLLCO0ASDT

www. drreddys.com




Dr.Reddy’s ‘,‘:‘

CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories 1.td.
Formulaticn Unit-8

Vill. Khol, Nalagarh Road, Baddj,
Distt. Solan, H.P., 173 205, INDIA
Tel : +91 98166 56001-02

CEPTHOUKAT AHAJTHA3A

www.drreddys.com

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
IIpoaykT: Keropoa® Jkenpece (keropoak) TabieTKn, JHCIIeprHpPyeMble B M0J10CTH pra, 10 Mr

Market / Poinox :Russia / Poccus

Batch No / ) Batch Quantity / 3600000 tab /

Cepns Ne Vi O6beM cepun " 3600000 Tab

Analytical Report No/ - 040002730532 Date of Analysis / . 18.11.2024

AHaJuTHYeCKHI oTyeT No Jara ananuza

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

Jara npouspoacTBa T'ogen xo

Mfg. License No. / . .

IIponssoacTBeHHAn : MNB/05/263 SIS : I DE(UOREST)s(RI=
Homep PY RU)

JHneH3ns No

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

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
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compliance with Good Manufacturing Practice of the Eurasian Economic Union is established».

3akjIr04eHne 0 co0TBeTcTBHM: «HacTosAIuM s MOATBEPXKAAl0, YTO NIPUBEIECHHAs Bbllle HH(OpPMaIus ABJIeTCS
JIOCTOBEPHON M TOYHOM. DTa cepusl MPOIYKIMHM MpOU3BeAeHa (BKIIOYas YIMAKoBKY (MapKMPOBKY) M KOHTPOJb
Ka4yecTBa) HA BBINICYKA3aHHOW NPOM3BOJCTBEHHOH IUIOMAAKE (IUIOMAAKAaX) B IIOJHOM COOTBETCTBHHM C
TpeGoBanuaMH [IpaBui HaJIexkaleid MpOM3BOACTBEHHOM NpakTHkKH EBpasuiickoro 3KOHOMHYECKOro coroza (Ne
GMP/EAEU/RU/00554-2022 ot 02 cents6ps 2022) u TpeboBaHUSIMH KOHTPOJIA Ka4eCTBA JIEKAPCTBEHHBIX CPEJICTB,
a TaK)Ke B COOTBETCTBHH CO CIEITUPHUKAIUSIMHE, COAESPKAIIUMUCS B PETHCTPALIAOHHOM JOCHE CTPAHEI-UMIIOPTEPA.
3aImcH 110 IPOM3BOJICTBY, YIIAKOBKE M aHATH3Y IPOBEPEHEL, U YCTaHOBJICHO UX COOTBETCTBHE TpeboBaHuaM [Ipasri

HaZJIexKalled Iporu3BOICTBEHHON ITpaKTUKU EBpasuiickoro 3KOHOMH4ECKOro COro3ay.

Remarks : The Product conforms to ND/
Ipumeuanue: [IpoaykT coorBeTcTBYET TpeboBanusm HJI

Conclusion : APPROVED /
3axkawuenne: OJOBPEHO

Prepared by / ¥ Checked by /
IMonrorosneno: Yograj

-

Maurya

[Tpoeepeno: Santosh Kumar

Approved by: Manager/Executive /|

Ono6peno: Menemxkep / P)-'KOBO,L[E%

Pavan Kumar Sharma |

Reprint Date /
Hara: 18.11.2024

Reprint Date /
Jara: 18.11.2024

Reprint Date / B
JlaTta: 18.11.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabhad - 500034, Telangana, India
Tel: +51 40 4900 2900, Fax: +91 40 4900 2999, Email: maii@drreddys.com
CIN: L85195AP1984PLCO0O4507

wwww.direddys.com




