Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS

Dr, Reddy's Laboratories Lid.
Formulaiion Unit-5

Vitl, Khol, Nalagarh Road, Badl;,
Bistt, Solan, H.P, 173 205, INDiA

CEPTHOUKAT AHAJTA3A

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykr: Keropoa® Dkcmpece (Keroposak) TabaeTkn, AHCHEprapyemMble B MOJIOCTH P14, 10 mr

Market / Peinok :Russia / Poccus

Batch No / . Batch Quantity / 3600000 tab /

Cepua Ne N Obbem ceprn ' 3600000 Tab

Analytical Repo:'t No/ - 040002733142 Date of Analysis / - 22.11.2024
AHaauTeecKkHH oT4eT Ne Jara anaansza

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

JlaTa mpousBoAcTBa Iopen 10

Mfg. License No. / :
Iponssogcrsennas : MNB/05/263 II\_IIIA nur;;er. d : J}{{I])- R UUIRE (B
JaHuensun Ne S |

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

Pagelof9/Crp.1m39

‘1}? Test / [TokaszaTennb Results / PesyabTaTs! Specification / Hopma
1 Description / Onucanue Light yellow round flat beveled Light yellow round flat beveled tablets

tablets with "|" debossed on one
side. / Kpyribie niaockue
Tabnerkn c dackoi, crerno-
HKEITOro LBETa C rPaBUPOBKOH
«l» Ha onHoi cTopoHe.

2 Identification / Upenrndpukauus

with "|" debossed on one side. / Kpyrisie
nnockye TabneTkd ¢ ¢ackoi, CBETIO-
KEJTOro MBETa ¢ IPaBUPOBKOA «l» Ha
ONIHOI CTOpOHE.

Ketorolac / Kemoponax

Complies / CooTBeTcTBYET

UV spectra of the test solution and
ketorolac tromethamine standard solution
should have peaks at the same wavelength
(& 2nm), / YD cnexTpLl NONIOLIEHHA
HCTBITYEMOTO pacTBOpa H  PacTeBOpa
cTaHmapTHOro  ofpasua  KeToponaka
TpOMeTaMHHa IOJDKHBL HMETH
MaKCUMYMBL PR OJHOH M TOM Xe AnuHe
BOJIHBI (& 2 HM).

Remarks : The Product conforms to ND/

Conclusion : APPROVED /

Ipumeuanue: [IpoaykT cootBetrcTByeT TpeGosannam HJI

Bakmouyenne: ONOBPEHO l

Prepared by /
Moarotosneno: Santosh Kumar

Maurya %

-

Checked by /
IMpoeepeso: Pawan Kumar
7

f-_'j .

Approved by: Manager/Exequtive /
Omnobpeno: Menemxep / Py OBOZIMTYI -

Abhishek Chauhan

Reprint Date /
Hara: 22.11.2024

Reprint Date /
Hata: 22.11.2024

Reprint Date /
Hara: 22.11.2024

Registerad 2ffice: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 506024, Telangana, India
Tel: +91 40 3500 2900, Fax: +01 40 43G0 2938, Email: mail@driaddys.com

CiN: 1L5519854P2

L84PLCONASCT
e drreddys.com




Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS

CEPTHOMKAT AHAJIM3A

Dr. Reddy's Laboratories Lid
Formulaticn Unit-6

Vviil. Khoi, Nalagarh Read, Baddi
Solan. E.B, 173 205, INDIA

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
ITpoayxr: Keropon® Sxenpece (keTopoiak) TabjieTkH, Aucneprapyembie B noJ10cTn pra, 10 mr

| Market / PoiHOK : Russia / Poccus
Batch No / . Batch Quantity / 3600000 tab /
Cepus No LR O6BeM cepin " 3600000 Tab
Analytical Report No/ . 040002733142 Date of Analysis / . 22112024
AHanuTHyeckHit oTyer Ne JlaTa anaamusa
Date of Manufacture / . 11/2024 Date of Expiry / . 10/2026
Jlara npon3BolcTBA T'onen no
Mfg. License No. / ;
IIpon3eoacTeeHHas : MNB/05/263 WL BT o AN R 1L

Homep PY RU)

JIHueH3ust Ne

Analysis performed according ND: / Anaan3 nuposegen no HII: JII-N2(004669)-(PT-RU)-190224

Page2 of 9/Crp.2 13 9

No
N

Test / [TokazaTens Results / Pe3yibTaTbl

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 ynepxuBaHus
OCHOBHOTO TIMKA Ha XpoMaTorpamme
HCIILITYEMOYO pacTeopa TOJDKHO
COOTBETCTBOBATH BPEMEHN YACPKHBAHUS
OCHOBHOrO IHKa Ha XpoMaTorpaMme
pacTBopa CTAHAAPTHOTO o6pa3ua
KeTopoyiaka  TpoMeTaMuHa  (pasfen
«KonuuecTBEHHOE ONpEAETEHIEN).

Remarks : The Product conforms to ND/ Conclusion : APPROVED (‘y J
IMpuMeuanue: IIpoaykr coorseTcTBYeT TpeboBannam HI Baxmovenne: OJOBPEH

Prepared by / Checked by / Approved by: Manager/Excgutive /
IToaroroeneno: Santosh Kumar ITpoeepeno: Pawan Kumar Ono6peno: Meremxep / Pyjfkoso A
Maurya ;j}t Abhishek Chauhan

Reprint Date / Reprint Date / Reprint Date /

Hara: 22.11.2024 MHara: 22.11.2024 Hara: 22.11.2024

Registerad Office: 8-2-337, Road No. 3, Banjara tills, Hyderabad - 500034, Telangana, India

Tal: +21 40 4900 2900, Fax- +
CIH: LE5195aP% LCN0a507
v dreddys,com

91 40 436D 2399, Email: roail@drr2ddys.com




Dr.Reddy’s ‘;‘.

CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories Lid.
Formulation Unit-6
Foad, Badd,

205, AN A

CEPTHOHKAT AHAJIM3A

ﬁ’roduct : Kectorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoayxr: Keropoa® Dxenpece (KeTopoaak) TabJeTKH, AHCHEPrupyembie B n00cTi pra, 10 mr

Market / PriHok :Russia / Pocenst

Batch No / . Batch Quantity / 3600000 tab/

Cepus Ne Bt O6bem cepnn " 3600000 T26
Analytical Rep031 No/ . 040002733142 Date of Analysis / . 22.11.2024
AHanaTuueckHil oTger Ne Jlara auanH3a

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

JlaTa npou3BOACTEA I'onen no

Mfg. License No. /

IIponsBoacTBeHHASA : MNB/05/263 11\;1 A nur;i)ler. / : RJIH-NQ(004669)_(PF-
NHOeH3hs Ne omep v

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

Page3 of 9/ Crp.3 13 ©

l;g Test / ITokasaTens Results / Pe3yibTaTh! Specification / Hopma
Butylhydroxyanisole / Complies / CooTBeTCTBYET The retention times of 2-
Bymuneuopoxcuanuzon 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
ylepxHBaHus TIHKOB
2-6yTWITHAPOKCHAHH30/1a u
3-0yTIIrMAPOKCHAHK30Ma Ha
XpOMaToTpamMMe HCTBITYEMOro PacTBOpa
JIOJIKHBl  COOTBETCTBOBAaTh BpPEMEHEM
yIepKMBaHHA ITUKOB
2-6yTHnruapoKcnaHn3ona H
3-6yTHITAPOKCHAHN30/1a Ha

XpOMaTorpaMMe pacTBOpa CTaHAAPTHOTO
o6pasua GyTUATHIPOKCHaHH301a (pasaen
«Conepxanue
GYTIWIrHIPOKCHAHH30AY).

Remarks : The Product conforms to ND/
[lpumeuanne: IpoaykT coorsercTByeT Tpebosanram HJI

Sakn

Conclusion : APPROVED

ouenne: OJJOBPEH 1 ://

Prepared by / Checked by / Approved by: Manager/Exegutive /
Moaroroeneno: Santosh Kumar Tposepeno: Pawan Kumar Onobpero: Menemxep / Pykosomzen
Maurya i /%\ _ Abhishek Chauhan ~
Reprint Date / Reprint Date /' Reprint Date /

Jara: 22.11.2024 Hara: 22.11.2024 Hara: 22.11.2024

N, india




Dr.Reddy’s ":'.

CERTIFICATE OF ANALYSI

CEPTUOHKAT AHAJIU3A

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

Vil Khol, Nalagarl Road, Baddi,
Diste. Solan, H.P., 173 205, INDIA
Tal o481 93165 56CCL-02

weny diraddys.com

S

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykr: Keropoa® Sxenpece (keroposak) TabeTks, ARCHEPrupyeMbIc B MOJOCTH pTa, 10 Mr

Market / PuiHoK :Russia / Poccns

Batch No / : Batch Quantity / _ 3600000 tab /

Cepust Ne e ny O0nem cepun " 3600000 Ta6

Analytical Report No / . 040002733142 Date of Analysis / . 22.11.2024

AHanuTHYecKHil oT4ueT No ; Jara anannsa — 0

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

Hara npoussoacTBa I'open 1o

Mifg. License No./ . o

IIpousBoacTBeHHAn : MNB/05/263 MA number: / : UL (L SRl T
Homep PY RU)

JMduensua Ne —

Analysis performed according ND: / Anann3 nposeaen no HJT: JITI-Ne(004669)-(PT-RU)-190224

Page 4 of 9/ Crp. 413 9

1;.00 Test / loka3aTens Results / Pe3yabTaTsl Specification / Hopma
3 Average weight / Cpequss 69.5 mg / 69.5 mMr 67.2 mg to 72.8 mg (70.0 mg + 4.0 %). /
Macca . Ot 67,2 Mr 1o 72,8 Mr (70,0 Mr £ 4,0 %).
Complies / CooTseTcTBYET
Uniformity of weight / 18/20 tablets - not more than = 10 %;
OaHopoaHocTb Macehl 2/20 tablets - not more than £ 20 %. /
18/20 tabnerox — He 6Gonee =+ 10 %;
2/20 Tabnerok — He Gonee + 20 %.
4 Disintegration time / 00 min 45 sec / 00 muH 45 cek Not more than 3 min. / He 6onee 3 MuH.
Pacnagaemocthb
5 Dissolution / PacTeopenne Unit-1 / Taba-1 98 % Not less than 75% (Q) of
. Ci1sHsNO3=C4lH [ )NO; (ketorolac
Unit-2 / Tabn-2 2D tromethamine) in 15 min. / He MeHee
Unit-3 / Ta6n-3 101% | 75% Q Ci5H13NO;3*C4H11NO3
) (xeToponiaka TpOMETaMHH) depe3 15 MuH.
Unit4 / Tabn-4 ) 101 %
UInit-5/ Tadn-5 100 %
Unit-6 / Tabn-6 100 %

Remarks : The Product conforms to ND/
Tlpumeuanue: [IponykT coorseTcTBYeT Tpebosanusm HJI

Conclusion : APPROVED /
3axmoyenue: OJOBPEHO /!

Prepared by / Checked by /
[Moarorosnexo: Santosh Kumar ITpoeepeno: Pawan Kumar

Maurya (@‘_ J

Approved by: Manager/Executiyg /
Onobpeno: Menemxkep / Pykopgnute
Abhishek Chauhan /

Reprint Date / |
Jlata: 22.11.2024

Reprint Date /
Jata: 22.11.2024

Reprint Date /
Jara: 22.11.2024

Repist

Jederabad - S8 Telananng, nals
, Email:

.
S3ieF

.com




Dr.Reddy’s Q3¢

Dr. Reddy’s Laboratories Lid,
Farmuoiation Unit=6

Vil Kho! i, Baddi,
pistt. Sol 0. |
CERTIFICATE OF ANALYSIS ol ; 91 98365 56004-02
CEPTH®UKAT AHAJIV3A e dys. cor

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

IMpoayxr: Keropoa® Ixenpece (keropoaax) Tablierky, AHCHEPrHpyeMbic B OJOCTH PTa, 10 mr

Market / Puinok : Russia / Poccus

Batch No / : Batch Quantity / . 3600000 tab/

Cepus Ne e O6bem cepuu " 3600000 Tab

Analytical Repo:‘t No/ . 040002733142 Date of Analysis / . 22.11.2024

AnajanTraeckni oTver Ne Jarta aHau3a -

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

JlaTa npon3BoACTBA T'open oo

Mifg. License No./ i o N

IlpoussoacreenHast : MNB/05/263 MA number: / : JINT-Ne(004669)-(PT*~
Homep PY RU)

Junensusi Ne

Analysis performed according ND: / Anaans nposenen no HIL: JIE-Ne(004669)-(PT-RU)-190224

Page50f9/Crp.Sm 9

JucnepcHocTh

1;(: Test / TlokazaTens Results / PesyabTaTsl Specification / Hopma
6 Particle size distribution / Complies / CooTBeTCTBYET A uniform suspension passing through a |

710 um sieve is formed. / O6paszyercs
OJHOpOAHAS CYCHEH3MsA, MNPOXOAAUas
CKBO3b CHTO C pa3MEPOM OTBEPCTHi
710 MKM.

7 Impurities / Ilpumecn

1-hydroxy analog of
ketorolac: /
1-ruapoxcuananor
KeTopoJaKa

Below LOD (LOD =0.0010 %) /
Hwxe npenena o6uapymends (110
=0.0010 %)

not more than 0.5 %; / ne Gonee 0,5 %;

1-keto analog of ketorolac /
1-KeToananor keroponaxa

0.04%

not more than 0.8 %; / ue 6onee 0,8 %;

unidentified impurity /
eNHHAYHAN
HEHAEHTHPHIHPOBAHHAN
PUMECH

0.02%

not more than 0.5 %; / ue Gonee 0,5 %;

total impurities /
cyMMa npHmMeceit

0.1%

not more than 1.0 %. / ue Gonee 1,0 %.

8 Water content /

2.8%

Not more than 7.0 %. /

Coaeprxanue BOAbI He 6osiee 7,0 %.
Remarks : The Product conforms to ND/ Conclusion : APPROVED /
ITpumeuanue: [IpoaykT cooTBeTcTBYeT Tpebopanusm HJI 3akawuenune; ONOBPEHOy l[

Prepared by /
[Mogrotosneno: Santosh Kumar
Maurya

Checked by /
IIpoBepeno: Pawan Kumar

4

Abhishek Chauhan

Reprint Date /
Jara: 22.11.2024

Reprint Date /
Jara: 22.11.2024

Reprint Date /
IMara: 22.11.2024

Regisiorad O

ice: 8-2-3

illz, Hydarabad - 8¢

024, Tetangang, India

Tel: +Q1 40 430 91 40 130 ,Email: mail @ dnoddys.com

P188IPLEO0GS0T
dercddyz.com




Dr.Reddy’s ‘,’:’.

Dr. Reddy's _Laboratories Lid.
Formudation Unit-6
Vifi. Khol, Nalagari Road, Baddii,

Diste Solan, #1.0, 173 205, INDIA
CERTIFICATE OF ANALYSIS Tei : +91 98165 5600102
CEPTHO®IHKAT AHAJTHA3A enyuydrreddys.com

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykr: Keropoa® Dxenpece (keroponax) TabieTk, AiCHepripyeMbie B N0JI0CTH pra, 10 mr

annensua Ne

Market / Prinox :Russia / Poccus
Batch No / _ Batch Quantity / _ 3600000 tab /
Cepun Ne g Ob6neM cepun ' 3600000 Ta6
Analytical Repo“rt No/ . 040002733142 Date of Analysis / < 22.11.2024
AHannTHYecKHiT 0THeT No Jara anaansa
Date of Manufacture / - 11/2024 Date of Expiry / . 1072026
Jara npon3BoACTBa T'open 1o ||
Mfg. License No. /

: MA number: / _ JITI-Ne(004669)-(PT"-
IIpou3BoxcTBEHHAH : MNB/05/263 Homep PY ' RU)

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

Page 60f 9/ Crp. 63 9

i:) Test / [TokaszaTens Results / PesyapTaThl Specification / Hopma
9 Residual solvents / OcraTouHble OPraHH4eCKUE PACTBOPHTENH
Isopropyl alcohol / 27 pg/tab/ Not more than 350 pg/tab. /
Hzonponaxon 27 MKr B TabneTke He 6onee 350 Mxr B Tabaerke.
10 | Microbiological purity*/ MukpoGuosiornueckas YHCTOTa*
Total Aerobic Microbial not more than 10* CFU/g; /
Count / obuiee yucio NA He 6onee 103 KOE/T;
a’po6HBIX MUKDO-
OpraHN3MOB
Total Combined Yeast and not more than 10 CFU/g; /
mold count / oBuiee uucO NA ue Gonee 102 KOE/r;
JPOMOKEBLIX M ILIECHEBBIX
rpuboB
Escherichia Coli NA shell be absent in 1 gram. /
oTCyTCTBHE B 1 I
11 Uniformity of dosage units / 5.6 Acceptance value (A7) not more than
OnHOpOAHOCTL 15.0 [TokasaTens npuemacMocTy (AV)
MO3HPOBAHHBIX EAHHHIL nosmxen 6eits He Gonee 15,0.

|
Remarks : The Product conforms to ND/ Conclusion : APPROVED / /) é}
ITpumedanue:; IIpodyKT cooTBeTcTBYCT TpeboBarmam HJ Saxsrouenne: OJJIOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
ToaroroeneHo: Santosh Kumar [Tposepeno: Pawan Kumar Onobpeno: Menemxkep / PykOjoABTEns /
Maurya l@ ' "ij-’ Abhishek Chauhan
Reprint Date / Reprint Date / Reprint Date /
Hara: 22.11.2024 Hara: 22.11.2024 Jata: 22.11.2024

Regisierad

fol. +

raond - 506034, Telangana, Indi
3, Exyail: mail@drreddyscon:




Dr.Reddy’s ‘;."

CERTIFICATE OF ANALYSIS Tal 0 +91 8

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

viil Khol, Natagarh Road, Baddi,
Digit, Sotan, 2.2, 173 205, INDia

SGC01-02

CEPTH®UKAT AHAJIU3A

s dieediivs.co

Product ;: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoayxr: Keropoa® Ixcenpece (keroponak) TabieTkn, AncneprapyeMele B OJOCTH PTa, 10 mr

Market / Poinok :Russia / Poccus

Batch No / . Batch Quantity / ~ 3600000 tab / ]

Cepna Ne - e O6bem cepun " 3600000 Tab

Analytical Report No / - 040002733142 Date of Analysis / . 22.11.2024

Auamtmqecxm‘i oTyer Ne Jara ananuza

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

Jarta npouspoacTBa I'ogen 1o

Mfg. License No./

IIpouseoacTBEHHAS : MNB/05/263 MA number: / : JUENH(MERAE LS
Homep PY RU)

nuuen3na Ne .

Analysis performed according ND: / Anasnus nposegen no HJI; JIII- 2(004669)-(PI'-RU)-190224

Page 70f9/Crp. 7n3 9

No

No Test / [Tloka3zaTenl

Results / Pe3yabTaTsl

Specification / Hopma

12 | Assay/KonunyecTBeHnoe
onpceaenenne

10.0 mg / 10.0 mr
(100.2 %)

From 90mg to 11.0mg of
C1sH;aNO3+C.H11NOs (ketorolac
tromethamine) (from 90.0 to 110.0 % of
the label claim) per tablet. / Ot 9,0 mr 10
11,0 Mmr CisHi3NO3°CH1NO3
(xeToponaka TpomeTramuH) (or 90,0 ;o
110,0 % OT 3aABJEHHOTO KOJIHYECTBA) B
tabsnerke.

13 Butylhydroxyanisole
content [/ CogepxanHe
GYyTHATHZAPOKCHAHH30JIA

0.0951 mg/tab /
0.0951 mr B Tabnetke

Not less than 0.042 mg/tab. /
He meree 0,042 mr B TabneTke.

14 | Package description /
Onucanne ymakopKH

10 tablets in a blister of
(PA/AL/PE with
desiccant/HHDPE) foil // (PE/AL)
foil. 2 blisters with patient
information leaflet in a carton
pack. / Tlo 10 Tabnerox B
onucrepe w3 ([IA/AJIIID ¢
srnaronornotuTenem/I13BIT)
tonsrn // (119/AJT) doneru. Io
2 Gnucrepa BMeCTe C JIHCTKOM-
BKNAJBIIEM B nauKy
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. / ITo 10 Tabnetok B
Gnucrepe u3 (MA/ATVITD c
snaronornoturenem/TII3BII) doneru //
(IT3/AJT) donsru. o 1 unu 2 Gnucrtepa
BMECTE C NHCTKOM-BKNAJbILIEM B 24Ky

KapTOHHYIO.

Remarks : The Product conforms to ND/ Conclusion : APPROVED /
TIpumeuanue: IIpoaykT coorBercrByeT Tpebosauusm HJI . 3akmouenne: OJIOBPEHO |} ,}
Prepared by / Checked by / Approved by: Manager/Executiye /
Toprorosneso: Santosh Kumar Ilposepeno: Pawan Kumar Ono6pero: Menenkep / Pykosgiutens|
Maurya —'L; Abhishek Chauhan 4
Reprint Date / Reprint Date / Reprint Date /
Jara: 22.11.2024 Jlata: 22.11.2024 IaTa: 22.11.2024

Registered Ofifen: 8-2-337, Raad Ne. 3, Banjara Hills, Hyderabad - 565 Telangana, India

Tel #9108




Dr.Reddy’s ":'

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

Viil, khol, Nalagarh Road, Baddi,
Distt. Sotan, HLP, 173 205, INDiA
CERTIFICATE OF ANALYSIS P w9l 99166 S6C01-02
CEPTHO®HKAT AHAJIH3A dehysicom
'Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg ]
Hponaykr: Keropoa® Ixenpece (keToponak) Tabaerky, ANCHeprupyemsie B NoJI0CTH pra, 10 mMr
Market / Poinok :Russia / Poccus
Batch No / i Batch Quantity / . 3600000 tab/
Cepus Ne VRS O6nem cepun " 3600000 Tab
Analytical Repo:'t No/ . 040002733142 Date of Analysis / . 22.11.2024
Ananurnyecknii oTuer Ne Jara apannsa
Date of Manufacture / . 11/2024 Date of Expiry / . 10/2026
Jata npoussoacrea T'open no |
e BT g MA number: / . JITI-Ne(004669)-(PT-
IpoussoacrBenHas : MNB/05/263 :
Homep PY RU)
aunenzusa Ne

Analysis performed according ND: / Anayms nposexen mo HL: JII-Na(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 BhLINYCKe JIEKAPCTEEHHIOTO MPeNapaTa KOHTPO/1b Ka'ecTBa Mo MoKa3aTenio KMHKPOOHOI0rH eCKaA
YHUCTOTA» NPOBOIMTEA A5 kamaoi 20-of cepHH, HiIH AJ15 OAHO#H CEPHU B 04, B 3aBUCHMOCTH OT TOr0, 4TO

HACTYNNT pPaHblle.

API name / Haumenosanune APC:

Ketorolac tromethamine / Keroponaka TpoMETaMHH

INN / MHH:

Ketorolac / Ketoposak

API manufacturer batch number /
Howmep cepuu nponssoantens A®C:

ABRH007413

FP Manufacturer API Batch nuember /
Homep cepuit cyGCTaHIHN IIPOH3BOAKTEIS
TJIPD:;

FERAQ0477

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

Dr. Reddy's Laboratories Ltd., India /
J-p Peanu'c JlaGoparopuc JIta., Muaus

Name, address, authorization No for  FP

manufacturing site / Control site / Release

site /

HanmeHoBaHue, anpec, IHUEHIHS IS

IpoussoacreenHas mnomanka / Ilnomanxa
| KOHTPOJISi Ka4eCTBa / ILnomanaka BeIyCKa

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 Peman’c JlaGoparopuce Jita., Muaus, IIponsBoacTBeHHOE
noapasaenenve-6, Buin. Kxons, Hanarapx Poyn, Bamau, Jluctpakr

Remarks : The Product conforms to ND/

Tpumeuanue: IIpoaykT coorsercrayer TpebosannsM HJT

Conclusion : APPROVED /
3axnawgenne: ONIOBPEHO //

Approved by: ManagerfExecmi}/ / !
Omobpeno: Menemkep / Pykopgante
Abhishek Chauhan

Prepared by / Checked by /

Ioxrorosneno: Santosh Kumar [Iporepero: Pawan Kumar

Maurya S g ‘}")-

Reprint Date / Reprint Date / Reprint Date /
Hata: 22.11.2024 Hata: 22.11.2024 Harta: 22.11.2024

Registered 2iiica: 8-2-337, Road Mo, 2

iel: #9340 4500 2200,

CiNe




Dr.Reddy’s ‘,‘:‘.

Or. Reddy's Laboratories Lid.
Formalation Unit-6
Vil ®hel, Naiagarh Road, Baddi,

73 205, INDIA
CERTIFICATE OF ANALYSIS Tol o +Q1 BRI65 5CQ0E-G2
CEPTHOHUKAT AHAJTH3A s direddys.com
Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg B =T
Hpoayxr: Keropon® Sxcnpece (keroposak) TabiaeTiu, gucneprapyembie B 110J10CTH pra, 10 mr e W
Market / Poinok :Russia / Poccus
Batch No / ) : Batch Quantity / 3600000 tab /
Cepus Ne | A EES Ob6bem cepun " 3600000 Tab ]
Analytical Repourt No/ . 040002733142 Date of Analysis / . 22.11.2024
AvaTHTHUecKHH oTUeT Ne Jlara anaiu3a
Date of Manufacture / - 11/2024 Date of Expiry / . 10/2026
Jara npou3BoACTBA Tonen no
Mfg. License No. / ] .
IMpou3sogcTBEHAAH : MNB/05/263 MA number: / ; JILI-N2(004669)-(PT-
Homep PY RU)

Jinnenznsa Ne
Analysis performed according ND: / Anasns nposeaen no HJI: JII-Ne(004669)-(PT-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/0ueHHe 0 COOTBeTCTBHH: «HacTOAMUM S MOATBEPKIAI0, UTO MPUBCACHHAS BBIEC HHYOPMALIHS ABILIETCS
NIOCTOBEPHON M TOYHOH. DTa Cepus NPORYKIMM MpoM3BelcHa (BKIIIOYas yIaKOBKY (MapKupoBKy) B KOHTpPOJIb
KayecTBa) HA BHILCYKa3aHHOM NPOM3BOACTBEHHOH - IUIOIIA/IKE (wIomrankax) B IIOAHOM COOTBETCTBHH C
TpeGopanuamu [Ipasun Hajexamed NPOU3BOACTBEHHOH IIPAKTHKH Eppasuiickoro 3KOHOMHYECKOTO coro3a (Ne
GMP/EAEU/RU/00554-2022 ot 02 centsabps 2022) u TpeboBaHUSIMH KOHTPOIIA KaYeCTRA JICKAPCTBEHHEIX CPE/ICTB,
4 TAaIoKE B COOTBETCTBHH CO CHENHUPHUKAIMIME, COAESPKAIAMHUCS B PETHCTPANIAORHOM AOCHE CTPAHBI-MMIIOPTEpA.
3arMcH 0 IIPOU3BOCTBY, YIIAKOBKE H aHAIH3Y IPOBEPEHEL, H YCTAHOBIICHO MX COOTBETCTBHE TpeboBarusM IIpaBui
HajuIeaiei Ipou3BOACTBEHHOH IpaKTUKH EBpasHiCKOro 5KOHOMAYECKOI 0 COK03a».

Remarks : The Product conforms to ND/

Conclusion : APPROVED /
ITpumeyanue: [Iponykt cootBeTcTyeT TpeboBanmsam HIT /’

Zawnouenne: OJOBPEHO

J

Prepared by / Checked by / Approved by: Mana gerf‘Exccutif{ /
IMoxrotosnewo: Santosh Kumar ITpoeepeno: Pawan Kumar Onobpeno: Menemkep / Pykopgante: T
Maurya ( o - Abhishek Chauhan : Z/

Reprint Date / Reprint Date / Reprint Date /

Jara: 22.11.2024 Hara: 22.11.2024 Jarta: 22.11.2024




