Dr.Reddy’s ":‘

CERTIFICATE OF ANALYSIS

O Ready's Labor s

[Farm

CEPTH®UKAT AHAJIM3A

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

Hpoaykr: Keropon® Ikcnpece (keroponax) TabaeTk, AMCHEPrHpyeMbie B OJIOCTH pra, 10 mr B
Market / Poinok : Russia / Poccus

Batch No / . Batch Quantity / _ 3600000 tab /
Cepus Ne s O6nem cepHH " 3600000 Tab
Analytical Repourt No / - 040002851842 Date of Analysis / . 20.03.2025
AHanuTHYecknil oTueT No Jara aHanu3a

Date of Manufacture / - 03/2025 Date of Expiry / . 02/2027

data npoH3BOACTEA Fomen mo _
Mfg, License No. /

IlpousBoacTeBenHas : MNB/05/263 MA pumber: / H AN GS s (BE

Homep PY RU)
| AnneHsus Ne —

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

Page 1 0of 9/ Crp. 1 39

No

Test / IToxa3aTelb
Ne

Results / Pe3ynnTaThl

Specification / Hopma

1 Description / Onucanne

Light yellow round flat beveled
tablets with "|" debossed on one
side. / Kpyrmsle wiockue
TabneTkH ¢ backoM, CRETIO-
XKeJITOro LBeTa ¢ IpaBHPOBKOH
«/» Ha omHON CTOpPOHE.

Light yellow round flat beveled tablets
with "[* debossed on one side. / Kpyrmbie
nnockue Tabnerkn ¢ dackoi, cBeTo-
HKENTOTO 1IBeTa C TPaBHPOBKOH «I» Ha
OJIHOM CTOPOHE.

2 Identification / MnenTudukauus

Ketorolac / Kemoponax

Complies / CooTseTcTBYET

UV spectra of the test solution and
ketorolac tromethamine standard solution
should have peaks at the same wavelength
(= 2nm). / YO-cuexTpb! MOrIOUIEHHA
HCIBLITYEMOrO pacTBOpa ¥ pacTBOpa
cTaHmapTHoro  ofpasia  KeToponaxa
TpOMETaMHHa IOJDKHBI HMETD
MaKCHMyMBI NP1 OJHOH K TOM e [UulnHe
BOJHHLI (£ 2 HM).

Remarks : The Product conforms to ND/

[Tpumeuanne: [TpoaykT cooTseTcTyeT Tpebosanuam HIJ

Conclusion : APPROVED /
Zakmiouyennc: OJIOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
INonrorosneno: Rama kant IIposepeno: Santosh Kumar | OmoGpeno: Menemxkep / Pykooaurens
' Maurya % Amit Kumar e
L o
Reprint Date / ' Reprint Date / Reprint Date / .
Hara: 20.03.2025 Hata: 20.03.2025 Jara: 20.03.2025

Registered Office: 8-2-337, Road No. 3, Banjaia Hills, Hyderabad - 500034, Teiangana, iz
Tol: 491 40 2900 2900, Fax: +91 40 4900 2999, Email: maii@dricddys.com

CiN: L85 195AP1532FLCUN4507
ww s diredays.coit




Dr.Reddy’s ‘_‘:'.

CERTIFICATE OF ANALYSIS

taporatories L.

CEPTHO®HKAT AHAJIM3A

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

Tpoaykr: Keropon® Sxcupece (xeroposak) TabiieTku, ACHeprupyemie & noaoctn pra, 10 wr

=

Market / PriHoK : Russia / Poccus
Batch No / . Batch Quantity / _ 3600000 tab /
Cepun Ne A5 O6bem cepun " 3600000 Ta6
Analytical Repo“rt No/ . 040002851842 Date of Analysis / . 20.03.2025
AHaanTH4ecknii oTyer Ne Jara aHaTH3a
gate of Maqufacture} . 03/2025 Date of Expiry / . 02/2027

aTa RPONIBOJACTEA Topen a0
Mifg. License No. / 1
IIpousBoacTBEHHAS : MNB/05/263 IIYII - nurIr:I;’er. J 8 gH-N9(004669)-(PI“—
JHIeH3us Ne omep O

Analysis performed according ND:

/ Anains nposexen mo HII: JITI-Ne(004669)-(PT-RU)-190224

Page2 of 9/ Crp. 2 u3 9

No

N Test / TloxazaTennb

Results / PesynbTaTsl

Specification / Hopma

Complies / CooTeTCTBYET

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 yIoepXHBaHHA
OCHOBHOTO IMWKA Ha XpoMaTorpamme
UCIIBITYEMOTO pacTBopa DOJDKHO
COOTBETCTBOBATH BPEMEHH YINCPKUBAHYA
OCHOBHOTO TIIMKa Ha XpoMarorpamme
pacTBoOpa CTaHAaPTHOIO o6pasua
KEeTOpoJaka  TpoMeTamMHa  (paspen
«KonmiecTBeHHOE OMPEAEIICHHEY).

Remarks ; The Product conforms to ND/

[Ipumeuanue: [poaykT cootsercTeyeT Tpebosannam HJI

Conclusion : APPROVED /
3akaouenue: OJJOEPEHO

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

[Moproroeneno: Rama kant IMposepeno: Santosh Kumar | Opobpero: Menemkep / PyxoBoauTeb
Maurya Amit Kumar L

Repnnt Date / . Reprint Date / Reprint Date / V=

Hara: 20.03.2025 Iara: 20.03.2025 Jara: 20.03.2025

Registered Office: 8-2-3

57, Road No. 3, Banjara Hills, Hydurabad - 500634, Telangana, indin

Tel: +91 40 4900 2900, Fay: 491 40 4200 2999, Email: maii@drraddys.com
CIM: L85 195AP1484PLCN04507

wea drreaays.com




Dr.Reddy’s Q':‘

CERTIFICATE OF ANALYSIS
CEPTHO®HKAT AHAJIHU3A

R

www. grireddy

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg |
MpoayxT: Keropon® Jkenpece (keTopodiak) Tabaersu, AnCHeprupyensie B N0I0CTH T4, 0mr '
Market / Privok :Russia / Poccus
Batch No / ) Batch Quantity / 3600000 tab/
Cepusa Ne SN2 00k O6bem cepHH " 3600000 Tab
:nalytlcal Repo“rt No/ . 040002851842 Date of Analysis / . 90.03.2025
| AHanuTHIecKHH oTUeT No Jata aHaan3a
Date of Manufacture / - 03/2025 Date of Expiry / . 02/2027
Hara npou3BoAcTBa T'ogen g0 Lot
Mfg. License No./ . s
ITpousBoacrBenHast : MNB/05/263 MA number: / : JIII-Ne(004669)-(PT-
Homep PY RU)
aHueH3usg Ne
‘Analysis performed according ND: / Anaan3s niposenen mo HJI: JITI-N2(004669)-(PT-RU)-190224
Page30f 9/ Cip.3 n3 9
i.“o Test / [lokasaTenb Results / PesyabTaTs! Specification / Hopma
Butylhvdroxyanisole / Complies / CooTBeTCTBYET The retention times of 2-
Bymunaudporcuanuzon 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
YAEPKUBAHHA TUKOB
2-0yTUNTrUAPOKCHAHN30M2 H
3-6yTIIrHAPOKCHAHH30IA Ha
XpoMaTorpaMme UCMBITYEMOTO pacTBOpa
JAOJIKHDI COOTBETCTBOBATL BpEMEHAM
YAEPKUBAHHA TTHKOB
2-OyTHATHAPOKCHAHU30NIA U
3-6yTHITHOPOKCHAHU30Na Ha
XpoMaTrorpamMme pacTBOpa CTaHIApTHOrO
obpastia 6y THATHAPOKCHAHH30Ta (pasiel
«CoaepxaHue
GyTHATMAPOKCHAHN30NAN).
Remarks : The Product conforms to ND/ Conclusion : APPROVED /
IMpumeuanue: ITpoaykT cooTseTcTBYeT TpeGoBannsaM HJ Saxnrouenne: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
IToaroTosneno: Rama kant IposepeHno: Santosh Kumar | Omobpeno: Menemxkep / PykoBoaHTeNb
: : Maurya ‘}\ Amit Kumar , L
o ;:\(,// o
Reprint Date / Ruprint Dalu / Repriut Dule / !
Hata: 20.03.2025 Hata: 20.03.2025 JHara: 20.03.2025

Registered Office: 8-2-337, Road Ne. 3, Banjara Hills, Hyderabad - 500634, Telan

gana, India

Tol: +91 40 1900 2900, Fax: +91 20 4200 2992, Email: maii@drraddys.com

CIN: [85195AP1YE4PLCNO4S07
wywedrreday:.com




Dr.Reddy’s Q‘:‘

CERTIFICATE OF ANALYSIS

D1, Reddy's Laijoratories Ltdd,
i L 5

CEPTHOHUKAT AHAJIN3A

'Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Dpoaykr: Keropoa® Ixcnpece (keroposax) TabueTki, ARCHepripyesbie B moaocty pra, 10 mr

Market / Poiaok :Russia / Poccus

Batch No / , Batch Quantity / . 3600000 tab /

Cepun Ne VSO O6bem cepHu © 3600000 Tab

Analytical Repo:‘t No / . 040002851842 Date of Analysis / - 20.03.2025

AHanuTHYecKHi oT4eT Ne JlaTa anaaH3a

Date of Manufacture / . 03/2025 Date of Expiry / . 02/2027

Jara npounsBoacTsa T'omen no - °F o

Mfg. License No. / ) o

IIpon3BoncTBEHHAS : MNB/05/263 MA number: / ; JI-N2(004669)-(PT -
Homep PY RU)

Jaugensua Ne

Analysis performed according ND: / Anasan3 nposegen no HJL: JITI-Ne(004669)-(PT-RU)-190224

Page4of 9/ Crp. 4 w3 9

OaHOPOAHOCTL MacChl

2/20 Tabnetok — He Gonee + 20 Y%.

i.f Test / Iloxazatens Results / PeiyanaTu Specification / Hopma
3 Average weight / Cpeguss 70.2 mg/ 70.2 mMr 67.2 mg to 72.8 mg (70.0 mg + 4.0 %). /
macca " Ot 67,2 mr 10 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 Tabnerok — He Gomee + 10 %;

4 Disintegration time /
PacnagaeMocTb

00 min 18 sec / 00 muH 18 cex

Not more than 3 min. / He 6onee 3 MuH.

5 Dissolution / PacTropeHne

Unit-1/ Ta6a-1 100 % Not less than 75% (Q) of
L C15sH13NO3+C4H 1 NOs (ketorolac

Unit-2 / TaGr-2 100 % tromethamine) in 15 min. / He MeHee

Unit-3 / Ta6n-3 96 % 75 % Q Ci5sH13NO3C4H (NO3
) (KeTopoJiaka TDOMETAMHH) uepes 15 MuH.

Unit-4 / Ta6n-4 98 %

Unit-5 / Taba-5 98 %

Unit-6 / Tabn-6 102 %

Remarks : The Product conforms to ND/

TIpameyanne: [IponykT cootsercrayer Tpebosanuam HJT

Conclusion : APPROVED /
Baxgaouenne: OJIOBPEHO

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

[TonroroeneHo: Ramyg kant IIposepeno: Santosh Kuimar | Onobpeno: Menemep / Pykopoauresis
Maurya _ J}/ Amit Kumar o

Reprint Date / ' Reprint Date / Reprint Date / '

Jara: 20.03.2025 Jara: 20.03.2025 Jara: 20.03.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hygerabad - 500634, Telangana, Inclia
Tel: 497 40 4900 2909, Fax: +91 40 4200 2999, Email: mail@drreddys.com
CIN: L85 195AP198.1PLCO04507

wwwidiredays.com




Dr.Reddy’s “!0

CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories Ltd.
Formulation Unit-6 .
Vill. IKhol, Matagarh Road, Bacdi,
Distc. Solan, H.7, 173 ?(b, ifDIA

CEPTH®HKAT AHAJIM3A

ol ]
i .—‘LJ.., =]

WL arraday

Product :

Hpogyxr: Keropoa® Jxenpece (keroponak) Tadierku, fucnepriupyembie B NOJI0CTH pTa, 10 mr

Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg

Market / Prinok

:Russia / Poccus

Batch No / . Batch Quantity / ~ 3600000 tab/

Cepun Ne VRl O6BeM CEpHH " 3600000 Tab
Analytical Repourt No / - 040002851842 Date of Analysis / . 20.03.2025
AHanuTHYecKHi oTueT No Jlara ananusa

Date of Manufacture / . 03/2025 Date of Expiry / . 02/2027
Jara npousBojcTsa Topen o = ol
Mfg. License No. /

IIpon3BoAcTBCHHAN : MNB/05/263 AT i DR ! JITI-N2(004669)-(PT -

Homep PY RU)
Junensnd Ne —

Analysis performed according ND: / Ananan3s nposejter no HII: JIT-Ne(004669)-(PT-RU)-190224

Page50f9/Crp.Su3 9

NNZ Test / Hoka3atens Results / PesynbTatsl Specification / Hopma
6 Particle size distribution / Complies / CooTBeTcTBYET A uniform suspension passing through a 1
JAHcnepcHOCTD 710 um sieve is formed. / OGpazyercs
ONHOpONHAA CYCMEH3MA, MpoxoAsLian
CKBO3b CHTO C pa3MepoM OTBEPCTHH
710 MKM.
7 Impurities / [Ipumecn ——
1-hydroxy analog of Below LOQ (LOQ = 0.0032 %) / not more than 0.5 %; / He 6onec 0,5 %;
ketorolac: / Hixke npenena koIu4eCTBEHHOrO
1-THAPOKCHAHATIOT onpenesenus (ITKO = 0.0032%)
KeToposiaka
1-keto analog of ketorolac / 0.03% not morc than 0.8 %, / ve 6onee 0,8 %;
{-keToauanor xeTopoiaka
unidentified impurity / 0.03% not more than 0.5 %; / ue 6onee 0,5 %;
eIHHHYHAs
HEMOEHTH(HHUIMpOBaHHas
IPHMECE
total impurities / 0.1% not more than 1.0 %. / ue donee 1,0 %.
CYMMa npHMeceir
[ Water enntent / 2.3 % Not more than 7.0 %. /
CoaepxaHHe BOABI He Gonee 7,0 %.

Remarks : The Product conforms to ND/

[Tpumeuanne: ITpoayKT cOOTBETCTRYET TpebOBAHUAM H,II

Conclusion : APPROVED /
Baxnrovensie: OJOBPEHO

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

Ioarorosneno: Rama kant IIpoBepeHo: Santosh Kumar Ono6peno: Medemxep / Pykoroaurens
Maurya ) Amit Kumar N -

Reprint Date / ' Reprint Date / Reprint Date / J

Hara: 20.03.2025 Jara: 20.03.2025 Iara: 20.03.2025

hegistered Offica: 8-2-337, Road N0

3, Banyara Hills, Hvderabad - 500034, Talangana, Incia

Tel: +91 40 4900 2460, Fax: +91 40 4900 2999, Email: mail@drieddys.com

CIM: L85195AP1484PLCO04507
www.di e gys.con



Dr.Reddy’s “:‘

CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories Ltd
Eormulation Unit-6

vill, Kiiol, Malagarh Road, Badai,
DiztL. Solan, H.E, 173 205, DA

CEPTHOMKAT AHAJIM3A

et
DS SLLOU Soui/dTe

Wi, drreddys.com

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Hpoxyxr: Keropon® xenpece (keroponax) Tabaerks, Aucnepripyerbie B MOJOCTH pTa, 0mMr

Market / Prinox :Russia / Pocchs
Batch No / ! Batch Quantity / ~ 3600000 tab /
 Cepnsi Ne s Q6nem cepHn * 3600000 Tab
Analytical Repourt No/ . 040002851842 Date of Analysis / . 20.03.2025
ARaguTHYecKn# oTder Ne Jlata ananusa
Date of Manufacture / . 03/2025 Date of Expiry / . 02/2027
Jarta npon3BoAcTEa Togen o .
Mfg. License No. / ] o
IlpoussomcTBEHNARA - MNB/05/263 MA mumber: / : JHENF(L04669) (BT
Homep PY RU)
JHueH3na Ne

Analysis performed according ND: / Anasns nposeaen no H/I: JITT-Ne(004669)-(PT-R1)-190224

Page 6of 9/ Crp. 6139

i.:] Test / [Noxa3aTens Results / PesyabTaThl Specification / Hopma
9 Residual solvents / OcTaTo4Hble OpraHM4ecKHe pacTBOPHTEH
Isopropyl alcohol / 07 pg/tab / Not more than 350 ng/tab. /
Hzonponaxon 07 mkr B Tabnerke He 6onee 350 MKT B TabETKE.

10 | Microbiological purity*/ MikpoGuonernyeckas uncrora*

Total Aerobic Microbial
Count / ob111ee YHCNO

" not more than 10° CFU/g; /
He Gonee 103 KOE/T;

OaHOPOAHOCTD
J03IHPOBAHHDBIX eHHHLL

NA
a3po6HBIX MHKPO-
OpraHH3MOB
Total Combined Yeast and not more than 10* CFU/g; /
mold count / 061uee uuco NA He 6onee 10° KOE/T;
LIPONXOKEBBIX 1 IUIECHEBLIX
rpubos
Escherichia Coli NA shell be absent in 1 gfam. /
OTCYTCTBHE B 1 I,
11 Uniformity of dosage units / 5.8 Acceptance value (4¥) not more than

15.0 [Noka3zaTens OpUEMIEMOCTH (A )
nmomxeH OpiTh He Gosee 15,0.

Remarks : The Product conforms to ND/
IIpumenanue: Ilpoayxr cooreTcTByeT TpeSosanusm HI

Conclusion : APPROVED /
3axarouenne: OJOBPEHO

Prepared by /
TToarotosneno: Rama kant

ul

Checked by /
Iposepeno: Santosh Kumar
Maurya 3

el e

Approved by: Manager/Executive /
Opno6peHo: Menemxep / PykopoaHTENb
Amit Kumar W=
N
i

Reprint Date /
Hara: 20.03.2025

Reprint Date /
Hara: 20.03.2025

Reprint Date / !
Jara: 20.03.2025

Registered Office

. 8-2-337, Road No. 3, Banjar: Hills, Hyderabad - 5000324, Telangana, Indin
0 2999, Email: maiid@drreddys.com

Tel: 491 30 1900 2909, Fax: +91 50 480
CIN; LES195AP1852PLC0U04507
wyewdriedoys.com




Dr.Reddy’s ‘,‘:’.

CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories Lo,

ol Unit-G

Faii

CEPTH®HKAT AHAJIM3A

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

Tpoaykr: Ketopoa® Jxenpece (keroponax) TabreTky, ANCHEPrupyeMsie B HoA0CTH pTa, 10 mr
Market / Poinok :Russia / Poccus
Batch No / ) Batch Quantity / _ 3600000 tab /
Cepus Ne R itk O6Bem cepiu " 3600000 Tab
Analytical Rep03't No/ - 040002851842 Date of Analysis / . 20.03.2025
AHajurRYeckui oruer Ne JlaTa aHANTH3A

Date of Manufacture / . 03/2025 Date of Expiry / . 02/2027
Jara nponsBoacTBa I'onen a0 .

Mfg, License No. / i o

| IIpon3BoAcTBEHHAS + MNB/05/263 MA pumber: / : L0046 (Rt

Homep PY RU)

JHDER3Us No
Analysis performed according ND: / Anasns nposepen mo HJI: JITI-Ne(004669)-(PT-RU)-190224

Page 7of9/Crp. Tuz9

No

N Test / IlokaszaTenn

Results / PesyabTaTh!

Specification / Hopma

12 Assay / KonnuecTBennoe

onpegeneHHe

10.0 mg / 10.0 Mr
(100.1 %)

From 90mg to 11.0 mg of
CsH13NO31°C4H|1NO; (ketorolac
tromethamine) (from 90.0 to 110.0 % of
the label claim) per tablet. / Ot 9,0 mr 1o
11,0 Mr C5sHy3NOs*C4H | |1NO;
(ketoponaka TpomeramuH) (ot 90,0 no
110,0 % oT 3asABNEHHOro KOJHYECTBa) B
Tabrnerke.

13 Butylhydroxyanisole
content / Copepxkanue
6y THITHIPOKCHAHHK30.14

0.0965 mg/tab /
0.0965 mr B TaGneTke

Not less than 0.042 mg/tab. /
He menee 0,042 mr B TadneTke,

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 Tabnetok B
onucrepe u3z (ITA/AJI/IID ¢
snaronornoturenem/II12BIT)
donbru // (I3/AJT) donsrn. Ilo
2 GnucTepa BMECTE ¢ JNHCTKOM-
BKJIAJIBIIIEM B TIayKy
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. / [lo 10 TabneTok B
6nucrepe u3 (TTA/ATUTID c
snaronornotuteneM/IISBIT) ¢onsra //
(II3/ATT) doasru. Tlo 1 win 2 Gamctepa
BMECTE C JIMCTKOM-BKJIZABIIIEM B MAYKy
KapTOHHYIO.

Remarks : The Product conforms to ND/

ITpumeuanue: [IpoaykT cooTseTcTBYeT TpeGopannim HIT

Conclusion : APPROVED /
Baxmouenne: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[Moarorosnedo: Rama kant Iposepero: Santosh-Kumar | Onobpeno: Meremkep / PykoBoauTens
R M Maurya “H Amit Kumar A L :
- Vgt o e
-. pite & | S
Reprint Date / Reprint Date / Reprint Date / _
Jata: 20.03.2025 Jata: 20.03.2025 Mara: 20.03.2025

Registered Office: 8-2-337,

a0

Road No. 3, Banjara Hills, Hyderabad - 500634, Telangana, India

Tel: +91 30 1900 2900, Fax: +91 40 4800 2998, Email: nrail@drreddys.com

CiN: L35195AP1984PLCO0A507
www.diredGys.com




Dr.Reddy’s ":‘

CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories Ltd
Eormulation Unit-6

vill. Khol, Nalagarh Road, Baddi,
Distr. Solan, H.P.. 173 205, INDIA

CEPTHO®HEAT AHAJIM3A

Toi: +91 38165 56001-C2

www.drredoys.coin

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
IHpopykT: Keropoa® Jkcnpece (keTopoaax) TabieTkH, AMCIEPTHPYEMbie B NOI0CTH PTa, 10mr P
 Market / Poinok :Russia / Poccus
Batch No / i Batch Quantity / 3600000 tab /
Cepna Ne AR O0nem cepun 3600000 Tab
Analytical Report No / - 040002851842 Date of Analysis / . 20.03.2025
AHanuTH4YeckHit oTuyeT Ne Jara anaansa
Date of Manufacture / . 03/2025 Date of Expiry / . 02/2027
JaTa npoH3BOACTBA | T'ogen o |
Mfg. License No. /
ITponseoacTeeHHAN : MNB/05/263 EA nm;;)’er./ ¢ Jé%’DI-N_(004669)-(PF-
JHNeH3Hs Ne omep - = I8
| Analysis performed according ND: / Auajms nposexen no HI: JITI-Ne(004669)-(PT-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 NTeKAPCTBEHHOr0 APEapaTa KOHTPOb KA4eCTBa NO N10Ka3aTento «Mukpobuonornyeckan

YHCTOTA» TIPOBORUTCH AN Ka%kA0# 20-0f cepHu, HITH J/IA 0AHOIT cEpUH B IO, B 3aBUCHMOCTH OT TOT'0, HTO

HACTYTMT paHbllie.

API name / HaumenoBanne APC:

Ketorolac tromethamine / Keroponaka TpoMeTaMHH

Ketorolac / Ketoponak

INN / MHH:

API manufacturer batch number /
Homep cepun npoassoanTes APC:

ABRH007887, ABRH008105

FP Manufacturer API Batch number /
Homep cepHH cyOcTAHUHHA MPOU3BOAMTEIN
TJI®:

FERA00522, FERAQ0559

API Manufactured by & country /
Iponspoautenpr APC, crpana:

Dr. Reddy's Laboratories Ltd., India /
J-p Pennu'c Jla6opatopuc Jita., Hnaus

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

HanmMenoBanmne, aJipec, THOEH3HHA JJIS
IponssoacTeennas miomanka / Ilaomanka
KOHTPOJS KadecTra / Ilnomaaka Bpinycka
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@*g: Maurya /ieh Amit Kumar L

) LA f\/ L
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Dr. Reddy's Laboratories Ltd,

Dr.Reddy’s ‘f:'.

CERTIFICATE OF ANALYSIS
CEPTUOHKAT AHAJIM3A

\Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Hponym:_l{_e_zopo.rt@ Drenpece (KETOPoJiak) TaJaeTKH, THCNEPTHPYEMBIE B NOJI0CTH PTa, 10 mr — L
Market / Priok :Russia / Poccnst
Batch No / . Batch Quantity / ~ 3600000 tab /
Cepun Ne e Y Ob6nem cepnn 3600000 Tab
Analytical Repourt No/ . 040002851842 Date of Analysis / . 20.03.2025
AHanuTnyeckHit oTueT No . JIaTa anajgnza
Date of Manufacture / . 03/2025 Date of Expiry / . 02/2027
Hara npoH3BOACTBA I'open g0 i B ]
LRGNy RNy MA number: /  JIIL-Ne(004669)-(PT -
ITpou3zsoacTBEeHHAR : MNB/05/263 >
Homep PY RU)
JTHUeH3Hs No
Analysis performed according ND: / Ananus nposeen no H/: JITI-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 medicifial 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».

3akmouenHe o cooTBeTerBun: «HacTOAIMM s DOATBEPX/IAl0, YTO NMPHUBEAEHHAA BRI HHOPMALKs ABJIETCS
JOCTOBEPHON M TOYHOM. DTa cepHs NPORYKIMH Npou3BeeHa (BKIOYASL YIAKOBKY (MapKHpOBKY) M KOHTDOJb
KauecTBa) Ha BHIIEYKa3agHOM [POU3BOACIBEHHOH IUIOIaAKe (IUIOM[gAKaX) B IOJHOM COOTBETCTBHH C
TpeboBaHuAME [lpaBui HajIexalneil NPOM3BOACTBEHHON NpakTHKM EBpasHHCKOro 3KOHOMHYECKOIO COFO32 (Ne
GMP/EAEU/RU/00554-2022 ot 02 centabps 2022) u TpeSoBaHUAMY KOHTPOJIA Ka4eCTBa JIEKAPCTBEHHBIX CPEACTB,
a TaKXe B COOTBETCTBHH CO CIENUPHKALHSIME, CONEPKAMUMMUCSA B PETMCTPAllMOHHOM JOCHE CTPAHBI-MMIIOPTCPa.
3aIIMCH 110 IPOH3BOJICTBY, YIIaKOBKE H aHANH3Y IPOBEPEHBL, H YCTAHOBIIEHO HX COOTBETCTBUE TPEOOBAHMAM Ilpapnn
HaUIeXalleH IIPOU3BOACTBEHHOM NPaKTHKH EBpasHiCcKOro SKOHOMHYECKOro COI03ay.
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