Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS

CEPTUDPUKAT AHAJIM3A

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

Hpoaykr: Keropoa® Dxcnpece (keToposak) Ta0aeTKH, AMCIIEPrUpYeMble B OJOCTH pTa, 10 mr
(11POayKT: ReTOPOI - p P prupy P

Market / Poinox :Russia / Poccus
Batch No / . Batch Quantity / 3600000 tab /
Cepus Ne V20217 O0beM cepiH " 3600000 Tab
Analytical Repovrt No/ . 040002701424 Date of Analysis / - 20.10.2024
AnajguTu4eckuii oruer Ne Jlara aHasn3a
Date of Manufacture / - 09/2024 Date of Expiry / . 08/2026

| /laTa npoH3BOACTBA Toneu no
Mifg. License No. / . .
IIpoussoacTeeHHas : MNB/05/263 MA number: / : JILI-Ne(004669)-(PT-

Homep PY RU)

aunensnsa Ne

_Analysis performed according ND:

/ Anasus nposeaen no HJI: JITI-Ne(004669)-(PT'-RU)-190224

Page 1 0of9/Crp. 1 u39

No ] .
No Test / [lokasaTenanb Results / PesynabTaTsl 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. / Kpyrunsie
side. / Kpyruble niaockue miockue TabneTku ¢ (ackoi, CBETIIO-
TabneTkH ¢ $ackoii, cBeTNO- JKENTOro 1BeTa C IpaBUpOBKOH «l» Ha
JKEJITOTO LBETa ¢ TPaBUPOBKOM OJIHOH CTOPOHE.
«l» Ha oHOM CTOPOHE.
2 Identification / UnenTudnxanus

Ketorolac / Kemoponak

Complies / COOTBETCTRYET

UV spectra of the test solution and
ketorolac tromethamine standard solution
should have peaks at the same wavelength
(£ 2nm). / V®-criekTpsl MOMNIOLIEHHA

HCIBITYEMOIO pacTBopa U pacTBopa
CTaHgapTHoro  obpasua  KeTopoJlaka
TpoMeTaMHHa JOJIXKHBDI HUMETh

MAaKCHMYMBI TIPH ONHOH M TOH *ke IUIHHE
BOJIHBI (+ 2 HM).

Remarks : The Product conforms to ND/
[Mpumeuanue: [Tponykt cootBeTcTByeT TpeboBanusm HJI

Conclusion : APPROVED /
3akmouenue: OJJOBPEHO

Hara: 29.10.2024

Jara: 29.10.2024

Prepared by / Checked by / Approved by: Manager/Executive /
[oarorosneno: Santosh Kumar [IpoBepeno: Pawan Kumar Onobpeno: Menemxep / Pykosoaurens
Maurya @—, /‘% Amit Kumar ~

Reprint Date / Reprint Date /- Reprint Date /

Jata: 29.10.2024
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Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHAJIU3A

|F;0duct : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg

Ipoayxr: Ketopon® Ixcenpece (KeTopoJiak) TabiieTKH, AMCIIEPrEpyeMble B MOJOCTH pTa, 10 Mr

Market / Poinox :Russia / Poccust

Batch No / . Batch Quantity / 3600000 tab /

Cepus No E VAT O0nem cepun " 3600000 Tab

Analytical Report;Nol/ . 040002701424 Date of Analysis /g 145024

AHanquTHYecKHH oTueT No JlaTa aHaau3a

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

Jlara npoussoacrea I'oaen no

Mifg. License No. / . .

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

JganeHn3usa Ne

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

Page2 of 9/Crp.2 139

No

Test / Toka3zaTenn
Ne

Results / Pe3yabTaThl

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 ynepxuBaHus
OCHOBHOTO IHKa Ha XpOMaTorpaMme
HCTIBITYEMOTO pactBopa LOJDKHO
COOTBETCTBOBATh BPEMEHH YIEPKUBAHMS
OCHOBHOIO NHMKa HA XpOMaTorpamme
pacTBopa CTaHAAPTHOTO obpasua
KeTopollaka  TpoMeTamHuHa  (paszmen
«KonuuecTBeHHOE OnpeieNeHIe).

Remarks ;: The Product conforms to ND/
IIpumeuanue: [Ipoaykr cooTBeTcTBYET Tpebopanusam HJI

3aka

Conclusion : APPROVED /

wuenue: OJIOBPEHO

Prepared by /
IMoarorosaeno: Santosh Kumar

Checked by /
Iposepeno: Pawan Kumar

Approved by: Manager/Executive /
Onobpeno: Menemxkep / PykoBonuress

Maurya Amit Kumar K2
Reprint Date / Reprint Date / Reprint Date/
Jara: 29.10.2024 Hara: 29.10.2024 Jata: 29.10.2024




Dr.Reddy’s ":‘

CERTIFICATE OF ANALYSIS

CEPTUDHUKAT AHAJIM3A

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
M poayxr: Keropoa® Ikcnpece (keTopoak) TafaeTk, JUCIeprHpyeMble B M0J10CTH pTa, 10 mr

Market / Poinok :Russia / Poccus

Batch No / ) Batch Quantity / 3600000 tab /

Cepus Ne 1 vedtel i O6Bem cepuu " 3600000 Tab

Analytical Repourt No/ - 040002701424 Date of Analysis / . 99102024

AHaguTHdecKHH oT9eT No JlaTa ananusa

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

Jdarta npon3BoacTsa T'open no

Mifg. License No. / . .

IlpousBoacTBEHHAS : MNB/05/263 MA number: / , HIENE(004665)=(RT =
Homep PY RU)

JHneH3usa Ne

Analysis performed according ND:

/ Anaau3 nposenen mo H/: JII-Ne(004669)-(PI'-RU)-190224

Page3 of 9/ Ctp. 3 u3 9

ioo Test / [loka3zaTeab Results / Pe3yabTaThbI Specification / Hopma
Butylhydroxyanisole / Complies / CoOTBETCTBYET The retention times of 2-
bymunzudpoxcuanuszon 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
yIOEpKHUBAHHA ITHMKOB
2-0yTHUITHAPOKCHAHU30]1a u
3-0y THITHAPOKCUAHU30T1a Ha
XpoMaTorpaMMe UCHBITYEMOTO PacTBOpa
IOJDKHBI  COOTBETCTBOBAaTb  BPEMEHAM
yIepKUBaHHs THKOB
2-6yTUNrHAPOKCHAHU30JIA U
3-6yTUNITHAPOKCHAHH30]1a Ha

XpOMaTorpaMMe pacTBOpa CTaHAAPTHOTO
oGpasua OyTunruapokcuaHusona (pasaen
«Conepxanve
OYTHUITHAPOKCHAHH30TIAY).

Remarks : The Product conforms to

INpumeuanue: IIpoaykr coorsercTBYET TpeboBanusm HJT

ND/

Conclusion : APPROVED /
3axmouenne: OJJOBPEHO

Jara: 29.10.2024

Jara: 29.10.2024

Prepared by / Checked by / Approved by: Manager/Executive /
Iloarororneno: Santosh Kumar IIporepeno: Pawan Kumar Onobpeno: Menemxep / PykoBonuresns
Maurya g{ Amit Kumar -

A e
Reprint Date / Reprint Date / Reprint Date / i

Jlata: 29.10.2024
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Dr.Reddy’s ‘;’

CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHAJIM3A

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

TIpoayxt: Keropon® Ikenpece (keToponak) TaGaeTku, fucneprupyemMsle B M010CTH pTa, 10 mr

Market / Prinox

:Russia / Poccus

Batch No / _ Batch Quantity / 3600000 tab /

Cepnsi Ne 8 V2A0ZNT O0bem cepHH " 3600000 Tab

Analytical Repovrt No/ . 040002701424 Date of Analysis / . 90.10.2024

AHajnuTHYeCKH 0TUeT Ne Jara ananuza

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

JlaTa npoH3BoacTBa T'ogen go

Mig. License No. / . .

ITponsBoacTBeHHas : MNB/05/263 MA number: / ; (00662 (I
Homep PY RU)

Jinen3ust Ne

Analysis performed according ND: / Ananu3 nposenen mo HJI: JIII-Ne(004669)-(PI"-RU)-190224

Page4 of 9/Crp.4m3 9

1;_00 Test / [loka3zarens Results / Pe3yabTaTsl Specification / Hopma
3 Average weight / Cpeguss 69.6 mg / 69.6 mr 67.2 mg to 72.8 mg (70.0 mg + 4.0 %). /
Macca : Ot 67,2 mMr no 72,8 mr (70,0 MT £ 4,0 %).
Complies / CooTBeTCTBYET
Uniformity of weight / 18/20 tablets - not more than + 10 %;
OnHOpPOAHOCTH Macchl 2/20 tablets - not more than + 20 %. /
18/20 Tabnerok — He ©Ooyee = 10 %;
2/20 tabneTok — He 6onee + 20 %.
4 Disintegration time / 01 min 22 sec /01 muH 22 cek Not more than 3 min. / He 6onee 3 mMuH.
PacnapaemocTthb
5 Dissolution / PacTBopenne Unit-1/ Tabn-1 99 % Not less than 75% (Q) of
. C1sH13NO3+C4H | iNOs3 (ketorolac
Cnitz2y/labmz2 95 % tromethamine) in 15 min. / He Menee
Unit-3 / Tabn-3 101 % 75 % Q) CisH13NO3*C4H 1 NO;
) (xeToponaka TpoMeTaMUH) yepe3 15 MuH.
Unit-4 / Tabn-4 96 %
Unit-5 / Taba-5 95 %
Unit-6 / Tabn-6 99 %

Remarks : The Product conforms to ND/
ITpumeyanue: IIpogykT cooTBeTcTBYET TpeboBanusm HJL

Conclusion : APPROVED /
3akaouenne: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
Ioarorosneno: Santosh Kumar IIpoeepeno: Pawan Kumar Opnobpeno: Menemxep / PykosonuTens
Maurya @ A Amit Kumar A -

; J'II : /
Reprint Date / Reprint Date / Reprint Date /
Jara: 29.10.2024 JlaTta: 29.10.2024 Jata: 29.10.2024
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Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS
CEPTUPUKAT AHAJIM3A

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
IIpoayxr: Keropon® Dkcnpece (keroposiak) TabiieTKH, ANCHEPrHpyemble B M0JI0CTH pTa, 10 Mr

Market / Poinok :Russia / Poccus

Batch No / . Batch Quantity / 3600000 tab /

Cepus Ne G V2402177 O6bem cepun " 3600000 Tab

Analytical Repo:‘t No/ - 040002701424 Date of Analysis / . 99.10.2024

AHanuTHYecKHH oT4yer No JlaTa anaam3za

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

Jara npon3BoAcTBa T'ogen oo

Mfg. License No. / . .

IlponsBoacTBeHHAs : MNB/05/263 MA numbers,/ Tl gt iy
Homep PY RU)

JuneH3usa Ne

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

Page 50f9/Crp.Sn39

1;00 Test / [TokazaTenb Results / PesyabraThl Specification / Hopma
6 Particle size distribution / Complies / CooTBETCTBYET A uniform suspension passing through a
JucrepcHOCTD 710 pm sieve is formed. / O6pasyercs
OJHOpPOAHAs CYCHNEH3UsA, NpOXOMsLas
CKBO3b CHUTO C pPa3MepoM OTBEPCTHH
710 MKM.
7 Impurities / [Ipumecn

1-hydroxy analog of
ketorolac: /
I-ruppokcuaHaor
KeToposTaka

/ Hixe mipenena

(ITKO = 0.0032 %)

1-keto analog of ketorolac /

Below LOQ (LOQ = 0.0032 %)

KOJHYECTBEHHOI'0 ONpPEeACICHUA

not more than 0.5 %; / e 6omnee 0,5 %,;

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

Copep:xxaHue BOIbI

1-KETOAHANOT KETOpOIaKa 0.07%
unidentified impurity / not more than 0.5 %; / e 6onee 0,5 %;
eIUHHUYHast 0.01%
HeuIeHTUHUITNPOBAHHASA
MpHUMeECh
total impurities / 0.1% not more than 1.0 %. / e 6onee 1,0 %.
cyMMa IpHMeceH
8 Water content / 33% Not more than 7.0 %. /

He 6onee 7,0 %.

Remarks : The Product conforms to ND/
[Tpumeuanue: IIponykr cootsercTyeT Tpebopanusam HJI

Conclusion : APPROVED /
Zaxawuenne: OJJOBPEHO

Prepared by /
IMoarorosneno: Santosh Kumar
Maurya

Checked by /
[Tporepeno: Pawan Kumar

Approved by: Manager/Executive /
Onob6peno: Menemxkep / Pykoponurens

Amit Kumar /X(}

Reprint Date /
Hara: 29.10.2024

Reprint Date /
Hara: 29.10.2024

v

Reprint Date /
Jarta: 29.10.2024
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Dr.Reddy’s ‘;‘

CERTIFICATE OF ANALYSIS

CEPTUOPUKAT AHAJIM3A

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

ITponykr: Keropoa® Jxcnpece (keTopoaak) Tab/ieTkH, JHcieprupyeMbie B M0J0CTH PTa, 10 mr

Market / PoiHOK :Russia / Poccus

Batch No / . Batch Quantity / 3600000 tab /

Cepus Ne 3 N2A021L T O06bem cepun " 3600000 Tab

Analytical Repo:‘t No/ - 040002701424 Date of Analysis / . 99102024

AHagnTnyeckuii oruer Ne JlaTa ananu3a

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

Jarta npousBoacTBa T'open oo

Mfg. License No. / . .

IIpou3sBoAcTBeHHAS : MNB/05/263 LA bk : JNENe(00£66 = (Rl
Homep PY RU)

Jaunenzns Ne

Analysis performed according ND: / Ananus nposenen no HJL: JITI-Ne(004669)-(PT'-RU)-190224

Page 6 of 9/ Crp. 6 39

1;.:) Test / [loka3aTeJib Results / PesysibTaTthl Specification / Hopma
9 Residual solvents / OcTaTouHble OpraHuyecKHe pacTBOpHTER "
Isopropyl alcohol / 08 pg/tab / Not more than 350 pg/tab. /
Hzonponaxon 08 MKr B TabsieTke He Gonee 350 Mkr B TabNeTKE.

10 | Microbiological purity*/ Muxpo6unonorudeckas yucrora™

OIHOpPOAHOCTDH
N03NPOBAHHBIX eIHHULL

Total Aerobic Microbial NA not more than 103 CFU/g; /
Count / ob1ee 4uciIo He 6onee 103 KOE/r;
a3pOOHBIX MHKPO-
OpraHU3MOB
Total Combined Yeast and NA not more than 10> CFU/g; /
mold count / ob1ee yucIo e 6onee 10° KOE/r;
JPOMOKEBBIX U TICCHEBBIX
rpuboB
Escherichia Coli NA shell be absent in 1 gram. /
oTCYTCTBHE B 1 T.
11 Uniformity of dosage units / 7.7 Acceptance value (4¥) not more than

15.0 ITokazatens npuemiieMocTH (4F)
nomkeH 6uITh He 6onee 15,0.

Remarks : The Product conforms to ND/

IIpumeuanue: [Tpoaykt cootercTBYeT Tpeboranusam HJI

Conclusion : APPROVED /
3axmouenne: OJIOBPEHO

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

IMonrororneHo: Santosh Kumar ITposepeno: Pawan Kumar Ono6peno: Menemxkep / Pykosoaurenb
-3 3 [N

Maurya \ g$ Amit Kumar A~

Reprint Date / Reprint Date / Reprint Date / )

Jara: 29.10.2024 Jlara: 29.10.2024 Hara: 29.10.2024
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Dr.Reddy’s ‘;’

CERTIFICATE OF ANALYSIS

CEPTUOPUKAT AHAJIU3A

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

Mpoayrt: Keropon®™ Dxenpece (keroponak) TabieTky, Aucneprupyemsie B 0oJ10CTH pra, 10 mr

Market / PoiHox : Russia / Poccus

Batch No / ‘ Batch Quantity / 3600000 tab /

Cepns Ne + V2402177 O0bem cepnu " 3600000 Tab

Analytical Repourt No/ - 040002701424 Date of Analysis / - 99.10.2024

AHanuTndeckuii oTyer Ne Jlara apaanza

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

JlaTa npou3BoACTBA I'oaen po

Mfg. License No. / . .

IIpoussoacreeHHan : MNB/05/263 LG LY ! JIIL-Ne(004669)- (P -
Homep PY RU)

JHIeH3uA Ne

Analysis performed according ND: / Anasu3 nposenen no HJI: JITI-Ne(004669)-(PI'-RU)-190224

Page 70f9/Crp. 7u3 9

No

N Test / TlokazaTenn

Results / PezyabTaThl

Specification / Hopma

12 Assay / KosinuecTBeHHoe
onpenesieHne

10.1 mg/10.1 mr
(100.5 %)

From 9.0mg to 11.0 mg of
CisHi3NO3*C4H; NO;3 (ketorolac
tromethamine) (from 90.0 to 110.0 % of
the label claim) per tablet. / Ot 9,0 Mr 10
11,0 MT C15H13NO3’C4H11NO3
(ketoposiaka TpomeTamuH) (ot 90,0 mo
110,0 % OT 3a7BJIEHHOr0 KOAMYECTBA) B
TabJeTKe.

13 Butylhydroxyanisole
content / Copaepxanue
OyTHArHAPOKCHAHM30/1a

0.0930 mg/tab /
0.0930 mr B TabneTke

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

14 Package description /
Onucanue ynakoBkHu

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 Tabnetok B
O6nucrepe w3z ([MA/AJUIID ¢
sraronorinotuteneM/I15BIT)
doneru // (II3/AJ]) donsru. Ilo
2 Onucrepa BMECTE C JIHCTKOM-
RKIIANTRITIIEM R navyKy
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
onucrepe u3 (TTA/AJUTID c
prnaronornotutesneM/[19BI1) ¢onsru //
(TI3/AJT) doneru. Ilo 1 unu 2 Gnuctepa
BMECTE C JIMCTKOM-BKJIAJBIIIEM B TIAUKy
KapTOHHYIO.

Remarks : The Product conforms to ND/

[Tpumeuanue: IIpoaykr cooTsercTBYET TpeboBanMaM HJT

Conclusion : APPROVED /
3akmouenune: OJOBPEHO

Prepared by /
IToarorosneno: Santosh Kumar

Maurya %
Y

Checked by /
IIpoeepeno: Pawan Kumar

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

Amit Kumar S
[N

Reprint Date /
Jata: 29.10.2024

Reprint Date /
Jarta: 29.10.2024

Reprint Date /
JHara: 29.10.2024




Dr.Reddy’s ":‘

Dr. Reddy's Laboratories iid
Formulation Unit-6

Vill. (hel, Malagarh Road, Baddii,

Distt. Solan, 4.P, 173 205, INDtA

CERTIFICATE OF ANALYSIS Tel: 51 98166 56001-02

CEPTHUDOUKAT AHAJIN3A e T aYS.Com
Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
IpoayxT: Keropoa® Jxcnpece (KeToposak) TabaeTKH, AUCHEPrupyemMbie B HOJ0CTH pra, 10 mr B
Market / PoiHOK :Russia / Poccus
Batch No / ) Batch Quantity / 3600000 tab /
Cepus Ne  Vi2a02177 O6bem cepun " 3600000 Tab
Analytical Report No / . 040002701424 Date of Analysis / - 19.10.2024
AHaIUTHICCKHH oT4eT Ne ' JlaTa ananusa T
Date of Manufacture / - 09/2024 Date of Expiry / . 08/2026
Jlara npon3BoAcTBa ' I'ogen oo '
Mg, License No. / , MA number: /  JITI-Ne(004669)-(PT-
IIpousBoacTBeHHAs : MNB/05/263 :

Homep PY RU)

JuneH3us Ne
Analysis performed according ND: / Ananu3 nposenen no HJI: JIII-Ne(004669)-(PI'-RU)-190224

Page8 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.

. Hp“ BbINYCKE JIEKAPCTBEHHOI0 NpenapaTa KOHTPOJb KauecTBa 110 MOKa3aTeJ 0 «Mmcpoﬁno.nomqeucaﬂ
YUCTOTa» NPOBOANTCSH AJIR1 Kaxaoi 20-oit CEepHMH, WIH AJIsA O HOI1 CEpHH B rod, B 3aBUCHMOCTH OT TOro, YTO

HACTYNMHT paHblle.

API name / HaumenoBanue ADC:

Ketorolac tromethamine / Ketoponaka TpoMeTaMHH

INN / MHH:

Ketorolac / Ketoponak

API manufacturer batch number /
Howmep cepun npoussogures APC:

ABRHO007412

FP Manufacturer API Batch number /
Homep cepun cy0CTAHIIHH NPOH3BOXHTEIA
IJ®:

FERA00458

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

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

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

HaunMeHoBaHHe, apec, THICH3US ANs
IIpon3eoacTreennas miuomanka / Ilmomanka
KOHTPoJIA KadecTsa / Iliomajgka Belmycka

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 Jlaboparopuc JIta., Unaus, IlponssoncreenHoe
noapazaenenue-6, Bunn. Kxons, Hanarapx Poyn, bapau, Juctpukr
Conan, X.II., 173205, Uuaus (muuensus Homep MNB/05/263)

Remarks : The Product conforms to ND/

ITpumeuanne: [Ipoaykr cootBeTcTBYeT TpeboBanusam HJL

Conclusion : APPROVED /
3akmouenne: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
IMoarorosneHo: Santosh Kumar IIposepeHo: Pawan Kumar Onobpeno: Meuemxep / Pykosoaurenn
Maurya ‘ Amit Kumar L

- éﬁ— /B( —
Reprint Date / Reprint Date/ Reprint Date / !
JHara: 29.10.2024 Hara: 29.10.2024 Jara: 29.10.2024




Dr.Reddy’s ‘7:"

CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHAJIM3A
Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykr: Ketopon® Dxcnpece (KeToposak) TaGieTKy, JuCNeprupyemMble B n0JI0CTH pra, 10 Mr
Market / PoiHoK :Russia / Poccust
Batch No / , Batch Quantity / 3600000 tab /
Cepusi Ne V2402177 O0bem cepun " 3600000 Tab
Analytical Repo:'t No/ - 040002701424 Date of Analysis / . 2910.2024
AHaJxaTHYeCKHi oTyeT Ne JlaTa ananuza
Date of Manufacture / - 09/2024 Date of Expiry / . 08/2026
Jlata npon3BoaCTBA T'onen oo
Mfg. License No. / . .
IlpousBoacTBeHHAs : MINB/05/263 MA number: / : JILI-Ne(004669)-(PT -

Homep PY RU)

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

Page 9 of 9/ Ctp. 9 n3 9
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».

3aKa049eHHEe 0 COOTBETCTBHH: «HacTOAIMM s MTOATBEPIKAAIO, YTO UPHBEACHHAS BbIlle HHG)OPMAIUS ABJIACTCS
JOCTOBEPHOHM M TOYHOM. DTa cepHs NPONYKIMH MPOHM3BeJeHa (BKIOYas yHAKOBKY (MapKHpPOBKY) U KOHTpOJb
Ka4yecTBa) Ha BBINIEYKA3aHHON MpPOU3BOJCTBCHHOH IUIOIIANKe (IJIOIANKaX) B IIOJHOM COOTBETCTBHH C
TpeGoBaHuAMH IIpaBuil HajyeKallel IPOM3BOACTBEHHON MPaKTUKK EBpasuiickoro skoHomuYeckoro coroza (Ne
GMP/EAEU/RU/00554-2022 ot 02 cents6ps 2022) u TpeGOBaHUAMH KOHTPOJI KAYECTBA JICKAPCTBEHHBIX CPEJICTB,
a TaKXXe B COOTBETCTBHH CO CIEIUGUKAIMSIME, CONEPKALIUMUCS B PETUCTPAIMOHHOM JOChE CTPaHBI-HMIIOPTEPA.
3aIucH 1o IPOM3BOICTBY, YIAKOBKE M aHAIN3Y IPOBEPEHBL, U YCTAHOBJIEHO KX COOTBETCTBHE TpeboBarusM [ Ipasui
HajIeXalei Mpon3BoACTBEHHON IPaKTUKK EBpazHiCKOro S5KOHOMHYECCKOTO COI03ay.

Remarks : The Product conforms to ND/ Conclusion : APPROVED /
ITpumeuanmue: [IpoaykT cootBeTcTBYET TpeboBanusam H/JI 3akmouenne: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /

[Moarororneno: Santosh Kumar [Iporepeno: Pawan Kumar Onobpeno: Menemxkep / PykoBonuresnb
Maurya (%( 1 Amit Kumar Bt
e g r-*-;__’___,__F

Reprint Date / Reprint Date/ / Reprint Date/ '
Jara: 29.10.2024 Jara: 29.10.2024 Jara: 29.10.2024




