Dr.Reddy’s 1':'

CERTIFICATE OF ANALYSIS

Dr. Reddy's l.aboratories Ltd.
Formuiation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
Tel: 491 98166 56001-02

CEPTUOPUKAT AHAJIM3A

www.drreddys com

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

IIpoayxr: Keropoa® Jxcnpece (keroponak) TaGreTKH, ANCHEpPrUpyemMble B M0J0CTH pra, 10 mr

Market / Poinok :Russia / Poccus

Batch No / ) Batch Quantity / 3600000 tab /

Cepus Ne V240209 O6Gbem cepun " 3600000 Tab

Analytical Repo:‘t No/ . 040002696587 Date of Analysis / . 19.10.2024

AnanaTudeckuii oryer Ne Jara ananusa

Date of Manufacture / - 09/2024 Date of Expiry / . 08/2026

Jarta npoussoacTea T'onen oo

Mfg. License No./ . .

IlpousBogcTBeHHAS : MNB/05/263 IR nunibieris/ . JHIENE(00R663)=(PT
Homep PY RU)

aHneH3ns Ne

Analysis performed according ND: / Auaan3 nposegen mo HJI: JII-N2(004669)-(PI'-RU)-190224

Page1 of9/Crp.1u39

No . .
No Test / IloxasaTenn Results / PesyabTaThl 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. / Kpyrnble niockue wiockue TabneTku ¢ (ackoi, cBeto-
TabneTku ¢ packoii, cBeTno- JKEJITOTO 1BeTa C TpaBUPOBKOHN «I» Ha
KENTOro LIBeTa C rpaBUPOBKO OIHOM CTOpOHE.
«l» Ha onHOI1 cTOpOHE.
2 Identification / UnenTuduxanus

Ketorolac / Kemoponax

Complies / CooTBeTCTBYET

UV spectra of the test solution and
ketorolac tromethamine standard solution
should have peaks at the same wavelength
(+# 2nm). / Y®-cnekTpbl HOTIOILLEHUA
HCIIBITYEMOrO  pacTBOpa M pacTBOpa
craHgapTHoro  ofpa3sua  keToponaka
TpOMeTaMHHA JOJIKHBL HUMETh
MaKCHMYMBbI TIpH OZIHOM U TOH XK€ IJIHHE
BOJIHBI (£ 2 HM).

Remarks : The Product conforms to ND/
[Ipumeuanue: [lpogykT cooTBeTcTBYET Tpeborannam HJL

Conclusion : APPROVED /
3axkmouenne: OJOBPEHO

Prepared by / ' Checked by / Approved by: Manager/Executive /
ITonrorosneno: Pravesh Rana ] INposepeno: Santosh Kumar | Omobpeno: Menemxep / PykoBoautesin
“Je Maurya Amit Kumar N
P ury @‘7 /\f“.://‘"
Reprint Date / Reprint Date / Reprint Date / '
Jarta: 19.10.2024 Jara: 19.10,2024 Jara: 19.10.2024
2, Banjaia Hills, Hyderabad - 500034, Telangana, India

299¢, Email:
PPLCOOAS0Y

meaii@drreddys.com




Dr.Reddy’s Q;‘

CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories 1td.
Formuiation Unit-6

Vill. Khol, Naiagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
Tel 1 491 98156 56001-02

CEPTUOUKAT AHAJIM3A

v drreddys.com

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Iponykr: Keropon® Ikenpecc (keroponak) Tabaerkn, AHcneprupyemble B noaoctn pra, 10 mr

Market / Poinok :Russia / Poccust
Batch No / . Batch Quantity / 3600000 tab /
Cepnsi Ne V2402092 O6nbem cepnn " 3600000 Tab
Analytical Repovrt No / - 040002696587 Date of Analysis / - 19.10.2024
AnagurTndeckui oryer Neo JlaTa anaausa
Date of Manufacture / - 09/2024 Date of Expiry / . 08/2026
JlaTa npou3BoACTBA I'ogen mo
gl asense] Noa _ MA number: /  JIIT-No(004669)~(PT -
IIpouseoacTBeHHast : MNB/05/263 2

Homep PY RU)
JinueH3us Ne

Analysis performed according ND:

/ Ananus nposenen mo HJI: JIII-Ne(004669)-(PI'-RU)-190224

Page 2 of 9/Crp.2 u3 9

No
No

Test / Iloka3arenanb

Results / PesyabTaTsl

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 ynepxuBanus
OCHOBHOTO TIHKa Ha XpoMatorpamme
UCITBITYEMOTO pacTBopa JOJHKHO
COOTBETCTBOBATh BPEMEHH YACPKUBAHHS
OCHOBHOTO THKa Ha XpoMaTorpamme
pacTteBopa CTaHJAPTHOTO obpasua
KeTopojiaka  TpoMmeTramuHa  (pa3zgen
«KOoNNUeCTBEHHOE ONpeeeHIE).

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

IIpumeuanue: Ilponykr coorBeTcTBYET TpeboBaHusiM HJI 3akawvenne: OJOBPEHO

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

[Toaroroeneno: Pravesh Rana / Ipoeepeno: Santosh Kumar | OnobpeHo: Meunemxkep / PykoBoguresns
; Maurya % Amit Kumar :L//

Reprint Date / Reprint Date / Reprint Date /

MHara: 19.10.2024 Jara: 19.10.2024 Hara: 19.10.2024

Saninra Hills, Hyaarabnd - 500034, Telangana, India
S, Email: meii@drredadys.com

J004507

idys,com




Dr.Reddy’s ":'

CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories ttd.
Formutation Unit-6

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

CEPTU®HUKAT AHAJIU3A

www.drreddys.com

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

ITpoaykr: Keropon® Ikcnpece (keTopoaak) taberky, JHcHeprupyemMble B moJocTu pra, 10 mr

Market / Poinok :Russia / Poccus

Batch No / , Batch Quantity / 3600000 tab /

Cepus Ne V2402092 O6beM cepun " 3600000 Tab

Analytical Repovrt No/ . 040002696587 Date of Analysis / . 19.10.2024

Anagurnyeckuai oruer Ne JlaTa ananusza

Date of Manufacture / - 09/2024 Date of Expiry / . 08/2026

Jara npoH3BOICTBA T'ogen g0

Mfg. License No. / . .

ITpousBojacTBenHas : MNB/05/263 Mianihier: ; SN QOG- (FI
Homep PY RU)

JHneH3Hs No

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

Page30f9/Crp.3u39

No

Test / [loka3zaTenanb
Ne

Results / PesynabTaThl

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
yIepKUBAHUSA THKOB
2-0yTHATHAPOKCHAHU30IIA u
3-6yTHArHAPOKCHAHU301a Ha

XpoMaTorpaMme HUCIBITYEMOT0 pacTBOpa
JOJDKHBI  COOTBETCTBOBATH  BPEMEHAM

yIepKUBAHUS MTHKOB
2-6yTHITHAPOKCHAHU30MA %
3-6yTHNTHAPOKCHAHH30IA Ha

XpOMaTorpaMMe pacTBOpa CTaHAAPTHOIO
obpasna OyTHITHApOKcHaHu3o0Ma (pa3nen
«ConepxaHue
OYTUITUAPOKCHAHU30IIAN).

Remarks : The Product conforms to ND/
ITpumeuanue: [IpoaykT cooTBeTcTBYET TpeboBanusam HJJ

Conclusion : APPROVED /
Zaxmouenne: OJJOBPEHO

Prepared by / 4 Checked by / Approved by: Manager/Executive /

Ioarorosneno: Pravesh Rang/ [Mposepeno: Santosh, Kumar | Ono6peno: Menemxkep / Pykosoautesb
1 Maurya Amit Kumar /\(0;

Reprint Date / Reprint Date / Reprint Date / '

Hara: 19.10.2024 Hara: 19.10.2024 Harta: 19.10.2024

2337, mosd Mo 2fanjara Hills, Hyderabad - 500034, Telangana, India

G, Ernail: maii@drreddys.com

PLCO04507

YVS5.COMm




Dr.Reddy’s Q‘:'

CERTIFICATE OF ANALYSIS

Dr. Reddy's l.aboratories Ltd.
Formulation Unit-6

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

CEPTUOUKAT AHAJIM3A

www.drreddys.com

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
poxykr: Keropoa® Jxenpece (keroposak) TabieTku, ANCHeprupyemMble B 10J0CTH pTa, 10 Mr

Market / PriHok :Russia / Poccust

Batch No / , Batch Quantity / 3600000 tab /

Cepusa Ne - V2402092 Oo0nem cepuu " 3600000 Tab

Analytical Repo:‘t No / . 040002696587 Date of Analysis / - 19.10.2024

AxanuTndeckni oruer Neo JlaTa anaansa

Date of Manufacture / - 09/2024 Date of Expiry / . 08/2026

JlaTta nponsBoAcTBa I'ogen no

Mfg. License No. / . .

IlpousBoacTBennas : MNB/05/263 S0 fumbel . JII-Ne(004669)-(PT-
Howmep PY RU)

annensus Ne

Analysis performed according ND: / Anann3 nposeaen mo HJI: JITI-Ne(004669)-(PI'-RU)-190224

Page40f9/Crp. 439

1;.:) Test / Ioka3zaTennb Results / PesyabTaThl Specification / Hopma
3 Average weight / Cpenusis 68.8 mg / 68.8 Mr 67.2 mg to 72.8 mg (70.0 mg + 4.0 %). /
Macca . Or 67,2 mr go 72,8 mr (70,0 mMr + 4,0 %).
Complies / CootBeTcTBYET
Uniformity of weight / 18/20 tablets - not more than + 10 %;
OaHOPOAHOCTHL MaCChl 2/20 tablets - not more than + 20 %. /
18/20 Tabnetok — He ©Oonee =+ 10 %;
2/20 Tabnetok — He 6onee + 20 %.
4 Disintegration time / 0 min 27 sec / 0 MmuH 27 cek Not more than 3 min. / He 6onee 3 MuH.
PacnagaemocTb
5 Dissolution / PacTBopeHue Unit-1/ Ta6a-1 101 % Not less than 75% (Q) of
. Ci5H13NO3+C4H 1 (NO3 (ketorolac
Unit-2 / Tabn-2 100 % tromethamine) in 15 min. / He Menee
Unit-3 / Ta6n-3 94 % 75 % Q CisHi3NO3°C4H11NO3
. (keTopoJaka TpOMETaMuUH) Yepe3 15 MuH.
Unit-4 / Tabn-4 95 %
Unit-5 / Tabn-5 97 %
Unit-6 / Tabn-6 96 %

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

Ipumeuanue: IIponykt cooTBeTcTBYET Tpebosanusm HJL 3akmouenne: OJIOBPEHO

Prepared by / 7 Checked by / Approved by: Manager/Executive /

Toarororneno: Pravesh Rang | [Mposepeno: Santosh Kumar | Ono6pero: Menemxkep / Pykosoaurens
Maurya Amit Kumar /\/ ;

Reprint Date / Reprint Date / Reprint Date / '

Jara: 19.10.2024 Hara: 19.10.2024 Jara: 19.10.2024

e

&

i 3
LS5ARPLO8APLCO0A50Y
com

e qdys

3anjara Hills, Hyderabad - 500034, Telangana, India
1101900 299¢, Email: meii@drreddys.com




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

Qe
! *? Vill. Khol, Nalagarh Road, Baddi,
Dro Reddy S q'. Distt. Solan, H.P.,, 173 205, INDIA
CERTIFICATE OF ANALYSIS Tel: +il 93:;655 56r201-02
CEPTUOUKAT AHAJIU3A www.drreddys.co

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
TIpoaykr: Keropoa® Dkenpecc (keroposiak) TabneTkH, Ancneprupyemble B 10J10¢TH pTa, 10 mr

Market / Poinok :Russia / Poccus

Batch No / _ Batch Quantity / 3600000 tab /

Cepust Ne - V2402092 O06bem cepuH " 3600000 Tab

Analytical Report No/ - 040002696587 Date of Analysis / - 19.10.2024

AnannTHveckuii oTueT Ne JaTa apaausa

Date of Manufacture / - 09/2024 Date of Expiry / . 08/2026

JlaTa npou3BoacTBa T'ogen oo

Mfg. License No. / ) o

IIponsBoAcTBEHHAS : MNB/05/263 MA number: / g CIIENHO0LCGDEEIS
Homep PY RU)

annen3ud Ne

Analysis performed according ND: / Anann3s nposenen no HJI: JII-Ne(004669)-(PT-RU)-190224

Page50f9/Crp.5u3 9

1;.:) Test / IloxazaTeib Results / Pe3yabTaThl Specification / Hopma
6 Particle size distribution / Complies / CooTBeTCTBYET A uniform suspension passing through a
JucnepcHocTh 710 pm sieve is formed. / Ob6pa3zyercs
ONHOpPOAHAs CYCIIEH3Us, MPOXOIsLLas
CKBO3b CHTO C pPa3MepOM OTBEpCTHii
710 MKM.
7 Impurities / [Ipumecn
1-hydroxy analog of Below LOQ (LOQ = 0.0032 %) not more than 0.5 %; / He 6ox1ee 0,5 %;
ketorolac: / / Huxe npepena
1-rupoKkcHaHanor KOJIMYECTBEHHOIO OMpPEeASSICHUS
KeTopoJjaka (TTKO = 0.0032 %)
1-keto analog of ketorolac / not more than 0.8 %; / e 6onee 0,8 %;
1-keToaHanor KeTopoJjaxa 0.06%
unidentified impurity / not more than 0.5 %; / He 6onee 0,5 %;
eIMHHYHAs 0.01%
HeuIeHTH(HULIIUPOBaHHAs
npUMech
total impurities / 0.1% not more than 1.0 %. / ue Gonee 1,0 %.
CyMMa NpuMecei
8 Water content / 3.0% Not more than 7.0 %. /
Coaep:kaHue BOAbI He Guiee 7,0 %.
Remarks : The Product conforms to ND/ Conclusion : APPROVED /
ITpumeuanue: IIpoaykT coorBeTcTBYET TpeboBaHusaM HJ| 3axawouenune: OJOBPEHO
Prepared by / | Checked by / Approved by: Manager/Executive /
ITonroroeneno: Pravesh Rana } IMposepeno: Santosh Kumar | Onobpeno: Menemxkep / PykoBonurenb
4 Maurya @( Amit Kumar Ly
L o N /
Reprint Date / Reprint Date / Reprint Date /
JlaTta: 19.10.2024 Hara: 19.10.2024 Hara; 19,10,2024

direddys.com



Dr. Reddy's Laboratories Ltd.
‘.o Formulation Unit-6
Y °® Vill. Khol, Nalagarh Road, Badldi
Dr° Reddy S . Bistt. Solan, H.P.,, 173 205, INDIA
Tel : +91 98166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS
CEPTUOHUKAT AHAJIM3A

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykr: Keropoa® Jxcnpece (keToposiak) Tab/1eTKH, AMceprupyeMble B 10JI0CTH pTa, 10 Mr

Market / Poinok :Russia / Poccus

Batch No / _ Batch Quantity / 3600000 tab /

Cepus Ne V2402052 O06beM cepuu " 3600000 Tab

Analytical Repovrt No/ . 040002696587 Date of Analysis / - 19.10.2024

AnanuTH4ecKHi oTuer Ne JlaTa aHaJin3a

Date of Manufacture / . 09/2024 Date of Expiry / . 08/2026

Jara mpox3BoacTBa Tonen oo

Mfg. License No. / . o

IIpouspoacrBenHas : MNB/05/263 M e . JII-Ne(004669)-(PT-
Homep PY RU)

Juuenzus Ne

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

Page 6 of 9/ Crp. 6 m3 9

1}00 Test / ITokazaTenn Results / PesyabTaThl Specification / Hopma
9 Residual solvents / OcTaTouHble 0PraHNYecKHe pacTBOPUTEIH
Isopropyl alcohol / 07 pgltab / Not more than 350 pg/tab. /
HzonponaHon 07 Mkr B Tabnetke He 6onee 350 Mkr B TabneTke.

10 | Microbiological purity*/ MukpoGuonoruyeckas 4ucrora*

Total Aerobic Microbial NA not more than 103 CFU/g; /

Count / ob1uee 4HCIO He 6onee 10° KOE/r;

a3pOOHBIX MHKPO-

OpraHU3MOB

Total Combined Yeast and NA not more than 102 CFU/g; /

mold count / ob1uee Yncno He Gonee 10 KOE/r;

IPOXOKEBBIX M TUIECHEBBIX

rpubos

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

11 Uniformity of dosage units / 3.7 Acceptance value (4V) not more than
OpHopoaHOCTb 15.0 Tloka3zarens npueMyeMoCTH (A V)
JA03HPOBAHHBIX eAMHHLL nokeH ObiTh He bonee 15,0.

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

ITpumeuanue: IIpoaykTt cooTBeTcTBYET TpeboBanusam HJI 3akarouenue: OJJOBPEHO

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

IToaroroeneno: Pravesh Rana// IMposepeno: Santosh Kumar | OnobpeHo: Menemwkep / PykoBoauTesib
4 Maurya L@_ Amit Kumar /\/\;

Reprint Date / Reprint Date / Reprint Date /

Jara: 19.10.2024 Jara: 19.10.2024 Jlata: 19.10.2024

2, Banjora Hills, Hyderabad - 500034, Telangana, India

01900 2965, Ernail: maii@drreddys.com
PLCONAS0Y

Cyradaya com




Dr.Reddy’s Q‘:'

CERTIFICATE OF ANALYSIS

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

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INiDIA
Tel : 491 98166 56001-02

CEPTU®IKAT AHAJIM3A

www.drreddys.com

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykr: Keropon® Dxenpece (KeToposiak) TabieTKy, AMCHeprupyemsle B 0oa0cTy pra, 10 mr

Market / Poinok :Russia / Poccus

Batch No / . Batch Quantity / 3600000 tab /

Cepus Ne V2402092 O6nem cepuu " 3600000 Tab

Analytical Repovrt No/ - 040002696587 Date of Analysis / - 19.10.2024

AHaJmTHYeCKHH oTueT No JlaTa apaansa

Date of Manufacture / . 09/2004 Date of Expiry / . 08/2026

JlaTa npou3BOACTBA I'open o

Mfg. License No. / . o

IIpoussoacTBeHHAs! : MNB/05/263 MA number: / : JILI-Ne(004669)-(PT-
Homep PY RU)

JiHeH3usa Ne

Analysis performed according ND: / Auanun3 nposegen no HJI: JITI-Ne(004669)-(PT -RU)-190224

Page 7 of 9/ Crp. 7u3 9

No

Test / [Toka3aTenanb
Ne

Results / Pe3yabTaTsl

Specification / Hopma

12 Assay / KonuyecTBenHoe
omnpeaescHHe

10.0 mg / 10.0 mr
(100.4 %)

From 90mg to 11.0mg of
Ci15sH3NO1*C4H|1NO; (ketorolac
tromethamine) (from 90.0 to 110.0 % of
the label claim) per tablet. / OT 9,0 Mr no
11,0 Mr C15H13NO3'C4H1 1NO3
(ketoponaka TpomeTamuH) (ot 90,0 mo
110,0 % oT 3asBNSHHOTO KONU4ECTBAa) B
TabneTke.

13 Butylhydroxyanisole
content / Coaepxanne
Oy TUNTrHAPOKCHAHH301A

0.0956 mg/tab /
0.0956 mr B TabneTke

Not less than 0.042 mg/tab. /
He menee 0,042 Mmr 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 Tabnerox B
onucrepe u3 (ITA/AJITID ¢
Bnaromnorjorurenem/I12BIT)
donsru // (TI3/AJ1) ¢oneru. Ilo
2 6nuctepa BMeCTe C JIUCTKOM-
BKJI2J{bIIIIEM B nayKy
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 (TTA/AJI/TID c
paaronornoruteneM/[19BIT) doneru //
(IT3/AJT) doneru. [To 1 unu 2 6aucrepa
BMECTE C JIMCTKOM-BKIIAIBIIIEM B NAYKy
KapTOHHYIO.

Remarks : The Product conforms to ND/

ITpumeuanue: IIpoayKT COOTBETCTBYET TpeboBanusaM HJ{

Conclusion : APPROVED /
3axawuenne: OJJOBPEHO

Prepared by /

A Checked by /
[Moarorosieno: Pravesh Rana |/ IpoeepeHo: Santosh Kumar
Maurya

=

Approved by: Manager/Executive /
Onobpeno: Menemixep / E}:’-I—(OBOHI/ITGJIL

Amit Kumar f\, e

Reprint Date /
Jata- 19.10.2024

Reprint Date /
Jara: 19.10.2024

Reprint Date /
Hata; 19,10.2024

i lio 3, Banjara Hills, Hyderabad - 500034, Telangana, India

reddyz.com




Dr.Reddy’s ":"

CERTIFICATE OF ANALYSIS

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

Vill. Kho!, Nalagarh Road, Baddi,
Distt. Solan, H.P.,, 173 205, INDiA
Tel : 491 98166 56001-02

www.drreddys.com

CEPTUOUKAT AHAJIU3A
Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Mpoaykr: Keropon® Jkcnpecc (keroposax) TabeTKH, AMCHePTrHpYeMble B moJocTu pra, 10 mr
Market / PoiHok :Russia / Poccus
Batch No / ) Batch Quantity / 3600000 tab /
Cepus Ne | Ve O6bemM cepun " 3600000 Tab
Analytical Repo:‘t No/ . 040002696587 Date of Analysis / . 19.10.2024
AHajuTHYecKH# oTuer Ne JlaTa ananausa
Date of Manufacture / . 09/2024 Date of Expiry / . 08/2026
Jara npon3BoacTea T'ogen no
Mfg. License No. / . .
IlponsBoacTBEHHAS : MNB/05/263 SIE mumboKe : S IE(U0300%) =T

Homep PY RU)

JHueH3ust Ne
Analysis performed according ND: / Auaaus nposenen nmo HJI: JITI-Ne(004669)-(PI'-RU)-190224

Page 8 of 9/ C1p. 8 uz 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 BLINYCKE J€KAPCTBEHHOIO Mpenapara KOHTPOJIb KayecTBa Mo nokasarenio « Mukpobuonornyeckast
YHCTOTA» MPOBOAUTCA AJs Kaxaoii 20-0if cepuu, HJIH IJIA OAHO{l CepHU B roj, B 3aBUCUMOCTH OT TOI0, YTO

HACTYNUT PaHbLLIE.

API name / Haumenosanue ADPC:

Ketorolac tromethamine / Keroponaka TpomeTaMuH

INN/ MHH:

Ketorolac / Ketoponax

API manufacturer batch number /

Homep cepuu npoussoaureaa ADPC: ABRH007361
FP Manufacturer API Batch number /
Homep cepun cy6cTaHIMM NPOH3BOIHTEISA FERAO00457

rJd:

API Manufactured by & country /
IIpoussoautens ADC, crpana:

Dr. Reddy's Laboratories Ltd., India /
J-p Pennu'c Jlabopatopuc JIta., Uuous

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

HanmenoBaHHe, aapec, JHIEH3HA 1/
IIpousBoacTBenHas miomanka / [lnomaaka
KoHTpoJisa kauecTsa / [Inomanka Beinycka

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

I-p Pennu’c Jlaboparopuc JIta., Unaus, IpoussoacTeentoe
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CERTIFICATE OF ANALYSIS

CEPTUD®UKAT AHAJIU3A
Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoayxr: Keropoa® Jxcnpece (keTopoaak) TabaeTkn, JuCHeprupyemMsle B 0J10CTH pTa, 10 Mr
Market / Poinox :Russia / Poccus
Batch No / _ Batch Quantity / 3600000 tab /
Cepus Ne § VEREe O0beM cepuH " 3600000 Tab
Analytical Repovrt No/ - 040002696587 Date of Analysis / . 19.10.2024
AHanuradeckuii oryer Ne Jarta ananuza
Date of Manufacture / - 09/2024 Date of Expiry / . 08/2026
Jara npoH3BOACTBA T'ogen po
Mfg. License No. / . .
IpoussoacrBennas : MNB/05/263 MA number: / ; JIII-Ne(004669)-(PT-

Homep PY RU)

JHuen3ust Ne
Analysis performed according ND: / Anaaus nposeaen no HJI: JIII-Ne(004669)-(PI'-RU)-190224
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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.
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».

3aK/II0ueHHe 0 cOOTBeTCTBHM: «HacTosmum s MoATBEpXKIat0, YTO IpUBEICHHAs BhIlle NHOOpPMALHUs SBISIETCS
JIOCTOBEPHOM M TOYHOH. DTa CepHs HPOAYKIHMH NPOW3BEICHA (BKIIOYAs yNAKOBKY (MapKMPOBKY) M KOHTPOJb
KayecTBa) Ha BBIMIEYKa3aHHOW TPOM3BOJCTBEHHOM Momanke (WIomagkax) B IIOJHOM COOTBETCTBHH C
TpebopanmsMu [IpaBun HaJuleXxalneil POU3BOJCTBEHHON MpaKTUKH EBpasuiicKoro 5KOHOMHYECKOro corosa (No
GMP/EAEU/RU/00554-2022 ot 02 centsibps 2022) u TpeGoBaHUSMH KOHTPOJII KA4ECTBA JIEKAPCTBEHHEIX CPENICTB,
a TaK)Xe B COOTBETCTBHH CO CIEIM(PHUKAMIMHE, COASPXKAITUMHUCS B PETMCTPALIHOHHOM JOChE CTPAaHBI-MMIIOPTEPA.
3amucu o IPOU3BOACTBY, YITAKOBKE H aHATU3Y IPOBEPEHEL, ¥ YCTAaHOBJIEHO HX COOTBETCTBHE TpeboBanuAM IIpapui
HajyIeKalleid TPOU3BOICTBEHHON NpakTUKY EBpasuiickoro 3KOHOMHYECKOTO COI03ay.
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