@
Dr.Reddy’s Q?

CERTIFICATE OF ANALYSIS

CEPTUPHUKAT AHAJIN3A

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
poayxr: Keropon® Jxcnpece (keToposiak) Tabaerkn, JucneprupyemMsie B HoJocTH pra, 10 mr

Market / Puinox ‘Russia / Poccus

Batch No / _ Batch Quantity / 3600000 tab /

Cepus Ne * V202200 O6bem cepuu " 3600000 Tab

Analytical Repourt No / - 040002704897 Date of Analysis / - 99.10.2024

AHanuTn4ecKHii oTyeT N JlaTa aHann3a

Date of M anufacture / - 10/2024 Date of Expiry / . 09/2026

Jara npom3iBojacTBa T'onen go

Mfg. License No. / . .

IlpouseoxcTBeHHAsN : MNB/05/263 IV s : JILE-Ne(004669)-(PT-

Homep PY RU)

Junensus Ne

Analysis performed according ND:

/ Ananns nposeaen mo H/: JIII-Ne(004669)-(PI-RU)-190224

Pagelof 9/ Crp. 1 w39

tablets with "|" debossed on one
side. / Kpyrabie nmockue
TabneTku ¢ dpackoi, creTno-
KEJITOTO LIBEeTa C MPaBUPOBKOI
«|» Ha onHOl CTOpOHE.

NN? Test / ITokazaTesb Results / PesyabTaTsl Specification / Hopma
1 Description / OnucaHue Light yellow round flat beveled Light yellow round flat beveled tablets

with "|" debossed on one side. / Kpyrisie
njpockne TableTkd ¢ ackoil, cBerso-
XKEJNTOro LBeTa ¢ [PaBUPOBKOH «l» Ha
OJIHOI CTOPOHE.

2 Identification / MnedTHduUKaLHA

Ketorolac / Kemoponax

Complies / CooTBETCTBYET

UV spectra of the test solution and
ketorolac tromethamine standard solution
should have peaks at the same wavelength
(£ 2nm). / Y®-CreKTpbl NOTJIOMICHHUS
UCMILITYEMOrO  pacTBOpa M  pacTBopa
CTaHAapTHOro  ofpa3ua  KeTopoiaka
TpoMeTaMHHa TOJKHBL HMETh
MaKCHUMYMBI [IpU OOHOH U TOMH XK€ IJIHHE
BOJTHBI (3 2 HM).

Remarks : The Product conforms to

ND/

ITpumeuanue: [lponykt coorBeTcTBYET TpebopaHusaM HJJ

Conclusion : APPROVED /
3aknwuenune: OJJOBPEHO

Prepared by /
IToarorosneno: Santosh Kumar

Maurya @/'

Checked by /
IIpoeepeno: Pawan Kumar

Approved by: Manager/Executive /
Onobpeno: Menemxep / PykoBoauTtens

Amit Kumar -
JA"/ —

Reprint Date /
Hara: 29.10.2024

Reprint Date / '
Jara: 29.10.2024

Reprint Date / J
Jara: 29.10.2024
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CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIU3A

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Hpoaykr: Keropoa® Dxenpece (keToposnak) Taberku, 1ucoeprapyemMble B 1oJ10cTH pra, 10 mr

Market / PriHok Russia / Poccust
Batch No / . Batch Quantity / 3600000 tab /
Cepus Ne V2402202 Oo0bem cepuu " 3600000 Tab
Analytical Repo:‘t No/ - 040002704897 Date of Analysis / - 99.10.2024
AHanuTHYecKHH oTueT No JaTa aHAJIH3A
Date of Manufacture / - 10/2024 Date of Expiry / . 09/2026

| [laTa npom3BoacTBA T'onen no
M. License No. / , MA number: /  JIN-Ne(004669)~(PT -
IIpoussomcrBeHnast : MNB/05/263 :

Homep PY RU)

Juuensus Ne

_Analysis performed according ND:

/ Ananm3 nposened mo HJI: JITI-Ne(004669)-(PT-RU)-190224

Page2 of 9/ Crp.2 139

No

Test / [Toka3aTeJb
No

Results / PesyabTaTsl

Specification / Hopma

Complies / CooTBeTCTRYET

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). / BpeMms ynepxuBaHus
OCHOBHOI'O [MMKa Ha Xpomarorpamme
HCILITYEMOTO pacrsopa IOJOKHO
COOTBETCTBOBATH BPEMEHH yIEPXKHMBAHUsA
OCHOBHOTO TMWKa Ha XpOMaTorpaMmme
pactBopa CTAHAAPTHOTO obpazua
KeToponaka  TpoMeTaMuHa  (pazuen
«KonuuecTBeHHOE ONpENeNneHUe).

Remarks : The Product conforms to ND/
[Tpumeyanue: [IpogykT cooTBeTcTBYET TpeboBanuam HJ

3akn

Conclusion : APPROVED /

wuenune: OJJOGPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[Toarorosneno: Santosh Kumar ITposepeno: Pawan Kumar Ono6peno: Menemxkep / PykoBoauresb
Maurya @ ; Amit Kumar ey

E o =
Reprint Date / Reprint Date /' Reprint Date / )
Hara: 29.10.2024 Hara: 29.10.2024 Jlara: 29.10.2024




Dr.Reddy’s €9

CERTIFICATE OF ANALYSIS

CEPTUDPUKAT AHAJIN3A

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
IIpoaykr: Ketopoa® Jkcnpece (keTopoaak) Tabj1eTKH, JACHeprapyemMsble B N0J10¢TH pra, 10 mr

Market / Prinok :Russia / Poccus
Batch No / . Batch Quantity / 3600000 tab /
Cepus Ne § Mesieete O6nbem cepnn " 3600000 Tab
Analytical Repourt No/ - 040002704897 Date of Analysis / . 99.10.2024
AHanurn4eckuii oTyeT No Jlara anann3a
Date of Manufacture / - 10/2024 Date of Expiry / . 09/2026
JaTta npoM3BoaCTBA Toagen no
Mfg. License No. / ] .
TIpon3BoacTBEHHAN : MNB/05/263 S I g S SOISE0S(EIS

Homep PY RU)
[ annenzmst Ne

_| Analysis performed according ND: / Anasnz nposeaen no HJI: JITI-Ne(004669)-(PT-RU)-190224

Page3 of 9/ Cip.3 u39

No

and
peaks

butylhydroxyanisole

butylhydroxyanisole on

«Copaepxanve
OyTUITUAPOKCHAHU30IA»).

No Test / Iloka3aTesnb Results / Pesyabrars! Specification / Hopma
Butylhydroxyanisole / Complies / CooTBETCTBYET The retention times of 2-
Bymuneuoporcuanuson 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). / Bpemena
YAEpXKHUBaHHs ITHKOB
2-0yTUArHAPOKCHaHI30M1a u
3-6yTUnruIpoKkcHaHu3ona Ha

XpomarorpaMMe UCHLITYEMOTO pacTBOpa

JOJKHBI  COOTBETCTBOBAaTh  BPEMeEHaM
YAEPKUBaHUS MHKOB
2-6yTHATHAPOKCHAHH3011A n
3-0yTUITHAPOKCHAHN30IIA Ha

XpOMaTorpaMMe pacTBOpa CTaHAAPTHOIO
obpazua OyTUnrnapoKcHaHn3oi1a (paszen

Remarks : The Product conforms to ND/
IMprmeuanue: IlpoaykT cooTBeTCTBYET TpeboBaHUAM H/J

Conclusion : APPROVED /
3axmouenne: OJIOBPEHO

Prepared by /
IMoarorosneno: Santosh Kumar

Maurya
> /

Checked by /
[Iporepeno: Pawan Kumar

£

Approved by: Manager/Executive /
OnobpeHo: Menemxep / Pykoronurens
Amit Kumar S

P

Reprint Date /
Hara: 29.10.2024

Reprint Date /
Jara: 29.10.2024

Reprint Date/ '
Hara: 29.10.2024




Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS
CEPTUD®UKAT AHAJIN3A

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

Ipoaykr: Keropoa® Ikcnpece (keroponak) TabaeTk, JHCHEPrapyeMeie B MOJI0CTH pra, 10 Mr

Market / Prinok :Russia / Poccus

Batch No / _ Batch Quantity / 3600000 tab /

Cepusa Ne  VEAeate O6nem cepun 3600000 Tab

Analytical Rep0ft No/ - 040002704897 Date of Analysis / . 99102024

AHaauTn4veckuii oryer Ne JlaTa ananansa

Date of Manufacture / - 10/2024 Date of Expiry / - 09/2026
 JlaTa mpoH3BoACTBA Toaeun no

Mifg. License No. / . .

IlpousBoacTBEHHAS - MNB/05/263 MA number: / & JILL-Ne(004669)-(PT-

Homep PY RU)
anueH3ust Ne

Analysis performed according ND: / Ansann3s nposegen no H/L:

JII-Ne(004669)-(PI'-RU)-190224

Page4of 9/ Crp. 4 u3 9

1;.? Test / [lokasaTeanb | Results / PesyabTaTsl Specification / Hopma
3 —A_v;rage weight / Cpeanas 69.0 mg / 69.0 Mmr 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 %;
OnHOPOAHOCTH MACChI 2/20 tablets - not more than + 20 %. /
18/20 Ttabnetok — He Oonee =+ 10 %:;
2/20 TadneTok — He Honee + 20 %.
4 Disintegration time / 00 min 59 sec / 00 muH 59 cex Not more than 3 min. / He 6onee 3 MuH.
Pacnapaemoctnb
5 Dissolution / PacTtBopeHue Unit-1/ Tabn-1 97 % Not less than 75% (Q) of
. Ci5H13NO3*C4H 1 1NO3 (ketorolac
Unit-2 / Ta6n-2 95 % tromethamine) in 15 min. / He wmenee
Unit-3 / Ta6bn-3 100% | 75% Q CisH13NO3C4H11NOs
. (keToponaka TpoMeTaMHH) uepe3 15 MuH.
Unit-4 / Tabn-4 100 %
Unit-5 / Tabn-5 100 %
Unit-6 / Tabn-6 100 %

Remarks : The Product conforms to ND/
IMpumeuanue: [ponykT cooTseTcTBYET TpeboBanuaM HJI

Conclusion : APPROVED /
Sakmouenne: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[oarotoeneno: Santosh Kumar IIposepeno: Pawan Kumar Onobpeno: Menemxep / Pykosoaurens
Maurya ' -' _ Amit Kumar / - -

,2?; I\( il
Reprint Date / Reprint Date / Reprint Date/
Hara: 29.10.2024 Hara: 29.10.2024 Hara: 29.10.2024




Dr.Reddy’s ":’

CERTIFICATE OF ANALYSIS
CEPTUHOHKAT AHAJIM3A

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykr: Keropoa® Jxcnpecc (keroposak) Tad/1eTKH, AHCHEeprupyeMble B 0J0CTH pTa, 10 Mr

Market / Prinok

:Russia / Poccus

Batch No / Batch Quantity / 3600000 tab /

. ’) 3
Cepus Ne e O6bem cepun ~ 3600000 Tab
Analytical Repovrt No/ - 040002704897 Date of Analysis / . 90.10.2024
AHaJuTH YecKui oTuer Ne JlaTa ananuza
Date of Manufacture / - 10/2024 Date of Expiry / . 09/2026
Jara npoH3BoacTBa T'ogen 1o
M gELEensE NG/ , MA number: /  JIM-Ne(004669)-(PT -
IIpousBoacTrBeHHAR : MNB/05/263 )

Homep PY RU)

annensznst Ne

Analysis performed according ND: / Anaiu3 nposeaen mo HJI: JIII-Ne(004669)-(PT-RU)-190224

Page50f9/Crp.S5u3 9

JAucnepeHocTb

i.oo Test / ITokazaTenb Results / PesynbTaThi Specification / Hopma
6 Particle size distribution / Complies / CoOTBETCTRYET A uniform suspension passing through a

710 um sieve is formed. / Obpa3zyetcs
OJHOPOAHAs CYCTEH3WA, DIPOXOIsLlast
CKBO3b CHTO C pa3MepoM OTBEpCTHI
710 MKM.

7 Impurities / ITpumecu

1-hydroxy analog of
ketorolac: /
1-ruapokcHaHanor
KeTopoJjaka

1-keto analog of ketorolac /
1-KeToaHaNor KeTopoiaka

unidentified impurity /

e MHHIYHas

HeuaeHTHO HLIMPOBaHHAas
npHMech

Below LOD (LOD = 0.0010 %)/
Huske npenena oGuapyxeuns (110
=0.0010 %)

0.05%

0.04%

not more than 0.5 %; / He 6onee 0,5 %;

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

not more than 0.5 %; / He 6onee 0,5 %;

total impurities /
CyMMa npumeceit

0.1%

not more than 1.0 %. / ye 6onee 1,0 %.

8 Water content /
CoaepxaHHe BOABI

2.8%

Not more than 7.0 %. /
He 6onee 7,0 %.

Remarks : The Product conforms to ND/

ITpumeuanue: [Ipoaykr cooTBeTcTBYeT Tpebobanuam H/JI

Conclusion : APPROVED /
3akmouenne: OJJOBPEHO

Prepared by /

Checked by /
[IpoBepeno: Pawan Kumar

Approved by: Manager/Executive /
Onobpeno: Menekep / Pykopoaurens

Jara: 29.10.2024

Hara: 29.10.2024

IToxaroroseHo: Santo;ﬁumar

Maurya [ Amit Kumar L
” e '%Zr i f\‘/ X oo

Reprint Date / Reprint Date / Reprint Date / :

Jara: 29.10.2024
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CERTIFICATE OF ANALYSIS
CEPTUPHUKAT AHAJINU3A

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykr: Keropoa® Dxenpece (keToponak) TabyieTkH, AHCHeprapyemMble B M0J0CTH pTa, 10 mMr

Market / Poinok :Russia / Poccus

Batch No / _ Batch Quantity / 3600000 tab /

Cepua Ne | MEADe Oo6beM cepiH " 3600000 Tab

Analytical Repovrt No / - 040002704897 Date of Analysis / . 99.10.2024

AHanuTn4eckuii oTyer Ne JdaTta aHann3za

Date of Manufacture / - 10/2024 Date of Expiry / - 09/2026

JlaTa npoM3BoACcTBa T'omen go

Mfg. License No. / . .

IIpousBoacTBEHHAA : MNB/05/263 S numbens) 2 SN (0D 652) <P
Homep PY RU)

auiensus No

Analysis performed according ND: / Auanus nposeaen no HJI: JITI-Ne(004669)-(PI"-RU)-190224

Page 6 of 9/ Cip. 6 u3 9

I}? Test / [lokasaTeanb Results / PesyabTaTsl Specification / Hopma
9 Residual solvents / OcTaTouHbIE OpFaHH‘ICCKMe_paCTBOpHTCJ'lH
Isopropyl alcohol / 9 ng/tab / Not more than 350 pg/tab. /
HzonponaHon 9 MKT B TabneTke He 6onee 350 mkr B TabneTke.

10 Microbiological purity*/ Mukpo6uonoruyeckast 4ucrora*

OanopoanocTb
JAO03HPOBAHHDBIX €1MHULL

Total Aerobic Microbial NA not more than 10* CFU/g; /
Count / obl1uee 4ucio He 6onee 10° KOE/T;
a3pOoOHBIX MUKPO-
OpraH13MOB
Total Combined Yeast and NA not more than 10> CFU/g; /
mold count / obiee yuco He 6onee 10% KOE/r;
JPOXIKEBBIX U MIIECHEBBIX
rpuboB
Escherichia Coli NA shell be absent in 1 gram. /
OTCYTCTBHE B 1 T.
11 Uniformity of dosage units / 35 Acceptance value (4¥) not more than

15.0 Tlokasaresb npuemnemMocTi (4F)
nomkeH ObITh He 6oJiee 15,0.

Remarks : The Product conforms to ND/
[Tpumeyanue: [IpoaykT cooTBeTcTBYET TpeboBanuam HJI

Conclusion : APPROVED /
3akmouenne: OJIOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
ITonroroeneno: Santosh Kumar IIposepeHo: Pawan Kumar Onobpeno: Menemkep / Pykosoauresns
Maurya @( 1 Amit Kumar L

. )
Reprint Date / Reprint Date / Reprint Date / !
Hara: 29.10.2024 Hara: 29.10.2024 Hara: 29.10.2024
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Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS

CEPTUDOHKAT AHAJIM3A

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoayxr: Keropon® Dxenpece (keToposak) TabeTkn, AHcHeprapyembie B 1040t pra, 10 mr

Market / Poinok :Russia / Poccus

Batch No / Batch Quantity / 3600000 tab /
. ’) .

Cepusa Ne $ VEeSEeats O6bem cepun " 3600000 Tab

Analytical Repourt No/ - 040002704897 Date of Analysis / - 99102024

Anajgurudeckuii oryer Ne Jara anannza

Date of Manufacture / - 10/2024 Date of Expiry / . 09/2026

JaTta npoM3BOACTBA T'ogen mo

Mfg. License No. / ] o

IlponsBoacTBeHHAS : MNB/05/263 MA number: / : JITI-Ne(004669)-(PT-

Homep PY RU)
JuneHsns Ne

Analysis performed according ND: / Anann3 nposexen no HJI: JIII-Ne(004669)-(PI'-RU)-190224

Page 70f9/Crp.7mu39

No

Test / I[Tokaszarennb
Ne

Results / PesyapTaThl

Specification / Hopma

12 Assay / KosinuecTBeHHoOe
onpeneaeHue

9.9 mg/99 mMr
(98.9 %)

From 90mg to 11.0 mg of
C15H3NO3C4H; 1 NO; (ketorolac
tromethamine) (from 90.0 to 110.0 % of
the label claim) per tablet. / Ot 9,0 mr o
11,0 MT C15H13NO3‘C4H| 1NO3
(ketopoiaka tpomeramur) {oT 90,0 no
110,0 % OT 3aABNIEHHOIO KOJIMYECTBA) B
TabyeTke.

13 Butylhydroxyanisole
content / Coaepxanue
Oy THIrHAPOKCHAHU30/1a

0.0950 mg/tab /
0.0950 mr B TabueTKe

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

14 | Package description /
Onicanue ynakoBkl

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. / Ilo 10 Tabnerok B
onucrepe u3  ([TA/AJVIID ¢
paaromnorjorurenaem/II3BIT)
donbru // (II3/AJT) donsru. Mo
2 OnycTepa BMECTE C JTHCTKOM-
BKJIQIbIILIEM 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. / Tlo 10 TabneTok B
bauctepe u3 (TTA/AJI/TTID c
pnaronornotuteaeM/I19BI1) donbru //
(TI2/AJT) doasru. Ilo 1 nan 2 dnucrepa
BMECTE C JMCTKOM-BKJIAJBILIEM B HauKy
KapTOHHYIO.

Remarks : The Product conforms to ND/
ITpumeuanue: [Ipogykt cooTBeTcTBYET TpeboBaHusAM H/T

Conclusion : APPROVED /
Saxiawuenne: OJIOBPEHO

Prepared by /

Maurya {

[ToarorosnexHo: Santosh Kmﬁ

Checked by /
Ipoepeno: Pawan Kumar

A

Approved by: Manager/Executive /
OnobpeHo: Menemxep / PykoBoaurens
Amit Kumar -

/\('k/

Reprint Date /
Jara: 29.10.2024

Reprint Date /
Jara: 29.10.2024

Reprint Date / |
Jara: 29.10.2024




Dr.Reddy’s ":’

CERTIFICATE OF ANALYSIS
CEPTUDPUKAT AHAJIM3A

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

[ Ipoaykt: Keropon® Dkcnpece (keroposak) TabaeTkH, AHCIeprupyeMble B H0JI0CTH pTa, 10 Mr
Market / Poinok :Russia / Poccus
Batch No / _ Batch Quantity / 3600000 tab /
Cepns Ne : V2402202 O6beM cepuu " 3600000 Tab
Analytical Repourt No/ - 040002704897 Date of Analysis / . 99.10.2024
AHanuTH4YecKHH oTyeT No JlaTa aHajm3a
Date of Manufacture / - 10/2024 Date of Expiry/ . 09/2026
JaTa npom3BoicTBA TI'ogen oo
Mfg. License No. / ) o
Ipon3poacTBeHHAs : MNB/05/263 SIS numb e g S E(DE0SERS

Homep PY RU)

JHIEeH3Hs Ne

Analysis performed according ND: / Anann3 nposenen mo HJI: JII-Ne(004669)-(PI'-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 BbINMyCKe JIEKAPCTBEHHOI0 NpenapaTa KOHTPOJIb KauecTBa No nokasartenio «Mukpobuoornuecxkas
YHCTOTA» MPOBOAUTCS AJs1 Kaxaoi 20-oii cepuu, Wan ANsA OAHOM c€pHHU B rojl, B 3aBMCUMOCTH 0T TOro, Yro

HACTYNUT paHblIe.

API name / Haumenoanue ADC:

_ Ketorolac tromethamine / Ketoponaka Tpomeramun

INN / MHH:

Ketorolac / KeToponak

API manufacturer batch number /
Homep cepun npouszpogurenst ADC:

ABPH002429

FP Manufacturer API Batch number /
Howmep cepun cyOCcTAHIHH NPOU3BOAHTE/S
rJid:

FERA00519

API Manufactured by & country /
Ilpouzpogureas ADC, crpana:

Dr. Reddy's Laboratories Ltd., India /
J-p Pennu'c Jlaboparopuc Jlta., UHaus

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

HaumenoBaHue, afipec, JUNEH3HA 15

I pon3BoacTeennas miomanka / Ilinomanka
KoHTpoJg KavecTsa / [Lomaaka BRINyCKa

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 Pennn’c Jlaboparopuc JIta., Unaus, [IpoussoacreenHoe
noapazaenenune-6, Bunn. Kxons, Hanarapx Poyn, banan, Juctpukr
Comnan, X.I1., 173205, Unaus (muuedsus somep MNB/05/263)

Remarks : The Product conforms to ND/
IIpumeuanue: [Ipoaykrt coorBercTByeT Tpedbosanusm HJJ

Conclusion : APPROVED /
3akmwuenue: OJIOGPEHO

Prepared by / Checked by /
[Tpoeepeno: Pawan Kumar

Approved by: Manager/Executive /
Onobpeno: Menemxep / PykoBoguresnb

Hara: 29.10.2024 JHara: 29.10.2024

[Toaroroeneno: Santosh Kum:.
Maurya @ /ﬁ Amit Kumar A< L—

- _-r _ ;.' /
Reprint Date / Reprint Date / ' Reprint Date /

Jlarta: 29.10.2024




Dr.Reddy’s QE'

CERTIFICATE OF ANALYSIS
CEPTUOPUKAT AHAJIU3A

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg ]
Iponykr: Keropoa® Dxcenpece (keToposak) Ta61eTKH, ANCHEPTHPYeMBIe B H010CTH pTa, 10 Mr

Market / PoiHOK :Russia / Poccus

Batch No / : Batch Quantity / 3600000 tab /

Cepnsa Ne } N 0202 O0bem cepHH " 3600000 Tab
Analytical Repovrt No/ . 040002704897 Date of Analysis / . 99.10.2024
AHajnTudecKHii oTuer Ne JlaTa ananuza

Date of Manufacture / - 10/2024 Date of Expiry / - 09/2026

JlaTta npoM3BOACTBA T'oaen go

Mfg. License No. / . .
IlponssoacTBEHHAN : MNB/05/263 QU Ders Y] : e =GOS

Homep PY RU)
aunen3us Ne
Analysis performed according ND: / Auanu3 nposeaen no HJ: JITI-Ne(004669)-(PI'-RU)-190224

Page 9of 9/ Ctp. 9 n3 9
Declaration of certification: « 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/Il0UeHHEe 0 COOTBeTCTBHM: «HacToSImuM g HOATBEP)KAAI0, YTO [IpUBE/ICHHAasl BBIIe HMHPOPMAITUs SABJISETCA
ZIOCTOBEPHOM M TOYHON. DTa cepus MPOAYKIMH MpOu3BeleHa (BKIIOYas YMAaKOBKY (MapKHpPOBKY) M KOHTDOJIb
KadgecTBA) Ha BBIIEYKA3aHHOM IPOW3BOACTBEHHOW IUIOMIafAKe (IUIOLIAAKaX) B IIOJHOM COOTBETCTBHH C
TpeGoBanusaMu [IpaBmil Hajyexaniel MpoH3BOACTBEHHON MPaKTHKH EBpasHiickoro 3KOHOMHUYECKOTO coro3a (Ne
GMP/EAEU/RU/00554-2022 ot 02 cenTs10ps 2022) u TpeGOBaHUAMHI KOHTPOJII KA4ECTBA JIEKAPCTBECHHBIX CPE/ICTB,
a TaK)Xe B COOTBETCTBHH CO CrieluDUKaUAME, COACPKALMMUCS B PETUCTPALHOHHOM JIOChE CTPAHBI-MMIIOPTEPA.
3amucH [0 NPOU3BOACTBY, YIIAKOBKE M aHATH3Y IPOBEPEHBL, U YCTAHOBIICHO HX COOTBETCTBHE TpeOoBaHHAM I Ipasui
Ha/JIeXalel MPOU3BOACTBEHHOM TPAKTHKH EBpazuiicKOro SKOHOMUYECKOTO COI03a».

Remarks : The Product conforms to ND/
ITpumeuanue: [Ipoaykt cootseTcTBYET TpeboBanuaM HJI

Conclusion : APPROVED /
3akmouenne: OJIOGPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
Ioaroroeneno: Santosh Kumar IIpoeepeno: Pawan Kumar OnobpeHo: Menemxep / PykoBoauTesb
Maurya Amit Kumar ~ L
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Reprint Date / Reprint Date / Reprint Date/ !
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