NEP’KABHA CJIVIKBA 3 JIKAPCBKHAX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHKAMH V KUIBCHKII OBJIACTI

nipos. Ceitnnunoi Haail, 3, m.Kuis, 02099, Ten/daxe: (044) 363-06-50
E-mail: dls ko@dls.gov.ua, Kog €APTIOY 37078774

BUCHOBOK
Npo AKicTH BBe3eHoro B YKpaiHy JikapchKoro 3acody

27.03.2024 Ne 67415/24/10

KETOPO.JI

(HaliMEHYBAHHA Nikapehkoro 3acofy 3rifHO 3 peccTpallifiinM TIOCBI{MEHH M)
posunn UIa iH'ekiii, 30 mr/ma o 1 My s amnyai; mo 10 ammyn y oaicTepi

((bopmMa BUITYCKY, 103YBAHHA, BEN MAKYBAHHA NiKapChKOTo 3acoby)
Homep peecrpamiiinoro rocsizuenns UA/2566/01/01 crpox i peectpanifiHoro mocsifeHHs 01.01.2099
Cepix nikapeskoro 3acoby Ne V230709 KijnkicTh BBe3en0r0 Nikapeskoro sacoby 1660

BupobHUK I-p Penni'c Jaboparopic Jimiten, Inmis

(nafiMenyBanta BEpOGHHKA HikapchKoTo 3ac00Y, KpaiHa MOXOMKEHHA)

Beescno B Yipainy TorapHcrBo 3 00MekeH 010 Binnorizansnictio "p. Pemni'c
Jlagoparopiz", inent. xou: 37560808

(mafiMenysanus Ta ko 3a €IPTIOY wopumaHol ocobu abo npizeuile, iM'a, 10 GaTEKOBI dizuuHOT
0coBH - TAILPHEMILA, i1 MiCIIe IIPOKUBAHHA Ta peccTpalliftuiii HoMep 06Aik0BOT KAPTKH IIATHHKA
nogarkis afo cepis Ta HOMEp ITaCTIOpTa}

Tporoxon sizyanenoro konrpomo six 10.01.2024 Ne 4292/3.

TabopaTopHui aHanis AKOCT] TKapCEKOro 3acoy 3AIHCHEHHI:

JlaGoparopis 3 KOHTPOIIO sKoCTi mikapeeknx 3acobis TOB "TOBPOBYT-JIIKUJIAB" (M. Kuis,
syn. Hopropoa-Cisepcbka, Y13, HEXHTIOR] IPUMIILCHESA 92)

(HaliMeHyBaHHA Ta Micue3HAX0IKeHHA Kabopatopil, We nposera natopaTopHHit aHaTi3 AKOCTI)

BHCHOBOK MIOAO AKOCTI dikapeskoTo sacofy, Bunannil madoparopico Bix 08.03.2024 Ne 301-24

PesynbrarTh 1a60paTOPHONO aHATIZY AKOCTI NiKapehKoTo 3acofy 3a MepeBIPCHIME OKA3HHKAMHU BIINOBiZAIOTH
BHMOT'aM METOJIB KOHTPOJIIO AKOCTI (AHATHIHO-HOPMATHRHOT JOKYMEIITani).

3a  pesyNbTaTaMH JEPXKABHOTO KONTPONK BCTaHOBACHO, IO mikapcekui  3acié Beesenc B YKpaiHy 3

jIOTpI'lMaHHﬂM BHMOT 32KOHOIABCTRA MO0 3a0e3IIedeHA AKOCTi HKapChKHX 3ac00iB.
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NEPKABHA CJIYXKEBA 3 JIKAPCBKHMX 3ACOBIB TA KOHTPOJIO 3A
HAPKOTUKAMH Y KHIBCBKIN OBJIACTI

npos. Ceitmraroil Haii, 3, v.Kuis, 02099, ren/dakc: (044) 363-06-50
E-mail: dis.ko@dls.gov.ua, Kox €APIIOY 37078774

BUCHOBOK
Npo sIKicThL BReseHore B YKpainy Jikapebkoro 3acoby

27.03.2024 Ne 1078/24/1011

KETOPO.I
(HaliMenyBamHa Nikapehkero 3aco0y 3MiAHO 3 peecTPAlifHAM IOCBUTICHHAM)
posunn AN in'exaii, 30 Mr/mn mo 1 ma B ammyani; o 10 amnya y daicrepi
(popMa BHAYCKY, |03yRANHS, BHI TaKyBaHHS TiKapCchkoro 3acody)

Homep peecrpauiiisioro mocsinuenns UA/2566/01/01 crpoxk nii peectpauiitnoro mocsindenns 01.01.2099
Cepis nikapcekoro sacoby Ne V230709 Kinbkicts BBeseroro nikapeskoro sacoby 17920

Bupobuux JI-p Penai'c JTaGoparopic Jlimiten, Inmis

{EafiMeysanHa BupoOHHUKA dikapeekoro 3acoby, Kpaina MOXOFKEHHA)

Brezeno B YkpaiHy TorapucTBo 3 0dMexencto Bizmosinansrictio " Jlp. Pepni'c

Jlab6oparopis", inent. kox: 37560808
(HafiMenyBanna Ta kox 3a EAPTIOY opuauumoi ocobu abo TpizBHLIE, iM'A, 10 DaTbKori (iaHIHOT

0coBH - TIATpHeMI, Ti Miciie IPOXKHBAHHA Ta peccTpalliifnuii HoMep 00nKOBO] KaPTKH IIATHHKA
ofaTkie abo cepif Ta HOMEp NIACIopTa)

Tporokoa Bisyansroro kourpomio sin 27.03.2024 Ne 0059/6.

34 pe3ymbTATAMH  NEpKABROTO KOHTPONIO BCTAHOBNEHO, WO  MiKapChIHi 15¢i6 BBeseno B Yxpainy 3

)IOTpHMaHHHM BHMOT 32KOHOJIABCTEA 111050 3abealieueHns SKOCTI MIKapCLKHX 3aco0iB.
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r.Reddy’s Q;‘

CERTIFICATE OF QUALITY

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

Vill, Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P, 173 205, INDIA
Tel : +91 981606 56001-02

CEPTUOIKAT AKOCTI

www.drreddys.com

Page/Crop. 135

Product: KETOROL, solution for injection,
arapoules Ne 10 (10x1)

ampyax Ne 16 (16x1)
1 mi solution contains: 30 mg of Ketorolac Tromethamine
1 wn posunny micTats: Keroponaxy TpoMeranminy 30 mr

fiposyrr: KETOPOJI, posuur aum is’cxuiii, 30 mr/mn, 1 ma g

30 mgfmal, 1ml in (_":éunlry of manufacturer: India

Kpafua-anpotunr: Inais

Batch / Cepl Mo: V303709

Batch Qﬁantityf 06’em napriis: 18666 packs / ymakoesox

Analytical Report/ Annaitinaunii 3sic jb: 390001691884

Date of Analysis / Jara pocaiprennn: 30092023

Date of Manufacture / lara supobuunrsa: $9/2023

Date of Expiry / Tepmin npuaatuocti: 08/2026

Registration vertificate / Peccrpanifine nocsipuenun:
UA2566/01/01

Valid ¢ill / Jificae ao: unlimited / Heobmekenn i

Ovder of MO No: 01980 dated: 28.08.2026 / Haxas MO3 Yrpainu Ne1980 siy 28.08.2020

Size and type of the package / Posmip ta THI narypansa:

Lol per ampoule; 10 ampoulesina blister, with Habefling in
Hlorainian /

150 1 Mo B avnysl; mo 10 asuryse y Gaicrepi 3 MARBRYBHIHIM
vVIcPALNCHEROID MOBODIO

Mame, address and numbers of the licenses of manufactuore
and quality control / Halimenysansas, agpeca va Homep
srinen3il RHPOBHHKA T4 KOHTPOI0 S10CTh

Dr. Reddy's Laboratories Limited

Formuiation Unit ¢ Vill. Khol, Nalagark Road, Baddi Distt.
Solan, H.P. 173205, India, No. MB/G5/264

itn, Penai’c JaGeparopic Jdimites

Bupodunya altsanns — VI e Kxon, Hanarap poan, basai,
orpyr Cosan, 173205 (Ximavan Hpaseur), Dagis,

JHnensia Ne MB/AS/264

N Test/ Tect

Result / Pesvanrar

Specification / Crienurdiranis

1. iDrescription / opuimkid BurIaR

{Tpozopa,

animysax 06 emonm 1ar USP 1

A transparent, pale yellow liguid filledlA transparent, colorless to pale yellow solution
in 1 ml USP type-1 ampoules
Gniac-mosTa  pigvda  s0e3GapsrOTo A0 HXIXV-KORTArG XONLOPY phisna, B

filled in 1 mi USP type 1 ampoules / Tlposopa sin

ampynax 06 enmonm 1 s s USP |

by

fdentification (HPLC) /
Enerrudixauis (BEPX)

Complies / Bingosizac

by assay, the relention time of the main peak should
correspond to the retention time of the main peak
on the chromatogram of the standard solution / Ha
xpoMaTorpami BUMPOOYBAHGED POIYHRY,
OTPHMAROTO TipH KIABXICHOMY BUIHaUCHHI, wac
VrpHMAHHA TOJOBHOD [KY NOBAEHD BiANOBINATH
YACY YIPEMAHLS FOSOBHOr0 MKY Ha XPOMATOIpaMi
CTAHADTHOTO POSUHRY

On the chromatogram of the test solution obtained

«={1.725 EUimg /
<={). 725 BEO/Mmr

3. Bacterial Endotoxins /
bakrepivte el eHAOTORCHE

Not more than 5.8 EU per 1 mg of Ketorolac
Tromeihamine / He 6iaeme 5.8 EO wa 1 wr
[KeTOPOSIaKY TPOMETaMita

4, [Sterility / Crepunsricts Complies / Binnopizac

Shali be sterile / Mae OyTH CTEPUTLHUM

S |pH /pH 739

From 6,90 to 7.90 7 Bix 6.90 x0 7.90

Remarks: The product confinns to above specifications
Tipustitra: (1poaykT sianosiage snuespisanenii coeunginainy

Opinion: APPROVED e
.
g

Tested by / Tectypan: Pardeep -

|SETTTH
=y

2w

1s -

mmnmf@’)fi

Document Checked by / iflt.pwipu& Name "md POSHICQKRS
Flinisesh Is,.m Lt ) T ;

Brcuonor: JTor ();nn li
: “bastgi;rt,f ase /
'Jm 44» }t.n bb}

Sign & Date / Uinnuc/fara: Sign & Date / Iinnuc/Hara:

Registered Difice: 8-2-337, Road Na. 3, Banjara Hills, Hyderaha
Telb: +91 40 490G 7500, Fax: +91 40 4900 2989, Email m
CIN; LES195AP1984PLCON4507
www.drreddys.com
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Dr.Reddy'’s ‘;‘

CERTIFICATE OF QUALITY

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

vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P, 173 205, INDIA
Tel : 491 98166 H6001-02

CEPTUDIKAT IAKOCTI

www.drreddys.com

Page/Crop. 235

ampoules No 10 (10x1)

aamysrax M 16 (10x1)
1wl solution contains: 30 mg of Ketorslae Tromethamine
1w porangy mictirs: Ketoposary rponerasiiiny 30 mr

Tpoaywr: KETOPOJL, posuny pans i exiidid, 30 sarfor, Towa »

Preduct: KETOROL, selution for injection, 38 mg/ml, 1ml inCountry of manufacturer: India

1 palis-eupednax: [niis

Bateh / Cepig Ne: V238709

Baich Quantity / O6’em maprii:: 18666 j)aéks / YIAKOBOK

Analytical Report/ Apaniroqpuii 3nit Me: 890001691884

ate of Analysis / JaTa noenincenns: 30.09.2023

Date of Manufactare / Bara supodauuysa: 09/2023

Date of Expiry / Tepuin npupatuocri: 08/2026

Registration certificate / Peecrpauiiine nocBiysenid:
A/2566/01/01

Valid till 7/ Tidene no; unkimited / neobMeskeHnil

Order of MOH No: Na1980 dated: 28.08.2020 / Haxas MO3 Ywpainu Nel1980 sin 28.08.2020

Size and type of the package / Poamip 1a THI TARY BARHN

iml per ampoule; 10 ampoules in a blister, with labeHing in
Uicrainian /

o 1 a8 amuyai; no 10 amnyn y 6aicrepi 3 MapryBanngm
VP tHCHEKOM MOBOID

Name, address and nwmbers of the Heenses of manufacture
and quality control / Halimenynasys, aggeca va uomep
aiuensii BUpofHMKA T4 KOHTPOI AKOCTE

Uy, Reddy's Laboratories Limited

Formulation Unit 6 Vill. Khol, Nalagarh Road, Baddi Dist,
Solan, H.P. 173205, India, Ne. MB/05/264

1o, Peaai’e Jlaboparopic Jimiren

BupoGusiua aissunus - VI ¢ Kxoa, Hanarap poaxn, bamu,
viecpyr Conan, 173205 (Ximavan Tipanem), Ingia,

Hliesin Ne MBS/ 264

i 6. Particulate matter / Mexarduni

BRIHOYEHHA

A} visible particles / saanmi Complies / Bianosizae
HACTHHKH

B) invisible particles / ve BRaMMI

ACTHHIH

a) > 10 um / vk 23

b) > 25 jun / MxM 30

QACTKH MakOTh OYTH BIACYTHI

Gineare 6000 v kowreiiepl

Ginswe 600 y xonrednepi

No visible particles should be detecied / Broami

a) not more than 6000 particles per containes / ue

) not more than 600 particles per container / uc

7. {Fxtractable volume / O8’em, mo{l.0ml/ 1.0Ma

Mot less than 1.0 ml/ He mesimne 1.0 ma

4-—;‘?_”’"1%1.3

1

Eimesh m o
I AR

BUTATACTECA
8. JAssay:

Fach ml contains  Keiorolan 2987 mg / During release: not less than 28.50 mg and not more
Tromethamine  (Calculated s 29.87mr fhan 31.50 myg / Ha MOMeHT BHIYCKY: HE MEHIUE
CisHiaNO1 CoHnNGs) / KinukicHg 28.50 mr ra He Himnnie 31.50 mr
BH3HAICHET During shelf-life: not less than 27.00 mg and not
KowHHE M MICTHTRE  KETOPOARK more than 33.00 mg / Ha mporssi repminy
BOMeTEMIE  (PUSPAXOBYETREY  Ha mpuazTHeSTE He memHme 27.00 mrota we Glunive
C s NGH CH NGOy, 33.00 mr

Remarks: The prodict confirms to above specifications Oplaion: APPROVED

Tipumitiea: Tposyer slanosinac Baerasmnseniil cnoundigaiii Bueuoror: [ToronguTH S

Tesied by / Tectyas: Pardeep  |Document Checked by / lepesipis: [Name and positiossi S Rahoriz aggé-batch release /

mar 27Tl o Ta socagiy DR A BNy CK cepil;,

Sign & Date / {linnxc/faTa:

Si'gn & Diate / Lhanve/ fata:

Registered Office: 8-2-337, Road Mo. 3, Sanjara Hills, Hyderabad
Tel: +§1 40 4900 2900, Fax: +91 40 4500 2993, Email: moi

CIN: LB3195AP1984PLLO0AS0T
www.drreddys.com
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r.Reddy’s

CERTIFICATE OF QUALITY Fel

Dr. Reddy's Laboratories Ltd.

Formudation Unit-6

Vill. Khol, Malagarh Road, Bad,
Distt. Solan, H.P, 173 205, INDIA
1 491 98166 56001-02

CEPTHOIEKAT AKOCTI

www.drreddys.com

Pape/Crop. 335

ampoules N 10 (10x1)

asnynax Ne 10 (10x1}
1 mi selution contains: 30 mg of Ketorelac Tromethamine
1 ais pozunny Micravs: Keroponaky rpomeraminy 30 mr

Preduct; KETOROL, solution for injection, 38 mg/ml, 1l in

Nponyrr: KETOPOJL, pesann fas i’ exuil, 30 mifmi, 1w

Country of manufactarers India
patea-pupobume: Diais

Batch / Cepin Ne: V230709

Batch Quantity / Q6 cM naprili: 18666 packs / ynaoBok

Analytical Report / Ananivmunii 3giv Ne: 890001691884

Mhate of Analysis / Mara gocsigmenss; 30.69.2023

Date of Manufacture / Jata supotunurea: 09/2023

Date of Expiry / Tepmin spugatrocti: 08/2026

Registration certificate / Pecerpanifine wocginequn:
UA/2566/01/01

Walid til / didicse a0 unlimited / aeofmemennii

Order of MO No: M21980 dated: 28.08.2026 / Haxas MO3 Yepaim Ne1986 sin 28.08.2020

Size and type of the package / Posmip va Tun naxypanaa

tml per ampoule; 10 ampoules in a blister, with Fabelting in
Ukyrainian/

no 1 s o anayai; #o 10 asvays y Snictepl 3 MapRyBanmuaM
VIPATHCHKDIO MOBOK

Name, address and nuznbers of the licenses of manufacture
and quality control / Halimenysanus, agpeca ra noMep
Sientl BHpOGHMKA T KONTPOMD AROCT:

ihr. Reddy's Laboratories Limited
Forpuiation Unit 6 Vill. Khol, Nalagach Road, Baddi Distl.
'oE.m. 11D, 173205, India, Ne. MB/05/264

1. Peaai’e JlaGoparepic Jdimirea
ﬁ;;;}m}malm aigsnang — V1 ¢ Kxoa, Hanarap poaa, baaul,
picpyr Cosag, 173205 (Xinmvan Tpageus), Ingpis,
LTinesain Ne MB/AS/264

{ Absorbance at 430 mn using water,
as blauk) / Koxip {(npn goBmnmi
xsuiii 430 HM BUKODHCTORYIOTE BOAY
4K ONaKK)

0.04

9. |Assay alconol content / Kinekicse {11.57 % v/v/ From 10.60 % (v/v) to 12.60 % (v/v) / Bix 10.60%
BIf3HAYCHHA CIAPTY 11.57 % oio i o/o no 12.60% oo
10. [Colour Optical density should be Not more than

0.20 / OuThYyHa rycryHa nosuiaa Oyt He Ginbiue
0.20

a) Impurity / Homiioxka A
Below LOD (LOD
Higue  aiMita
=0 014%)

b) bmpurity / Hominxa B (1-
hydroxy analog / 1 -riapokcsanaion)

= (.014%) /
sanzuenny  (JIB

11, [Clanity / TIposopietn Complics / Bignonigac Degree of opalescence of the solution %hoa]ci be not
exceed than reference sclution [/ Pozaun 3a
cTyNHEM NOMyTHINHS He NOBMHEH [OPCBHILYDATH

B eTaIon 1

12, [fmpurities / Jomiwka 0.15%

a) not more than / ge Ginne 0.20%
b} not more than / ne Simpme 0.5%

) not more than / #ie 6inswe ¢.5%

d) not more than / ne Sumnie 0.20%

Remarks: The product confirms to above specifications
Mpumitka: [peaykr sianosisee Buiesasuaeuii o oGkl

Opinion: APPROVED /~ 5

Tested by / Tecrysas: Pardecp

K uroar ’ Himesh Kunmf
= e S
A R 18 H }) 217

Document Chocked by / I[prlp;m

BieuoBoK: ”Q!’D,&i{ T
L < TED b15i]

zK LL]}H

Sign & Date / 'I'[igmicf};{a'ra: Sign & Date / Tiamse/ Java:

o300

Registered Office: 3-2-337, Road No. 2

Tek: +91 40 4900 2900, Fax: !»9; 40 4900 299‘3 Email: ma - B,

Citl: LAS195AP LOBAPLCDG4A5D7
www.drreddys.com




Dr.Reddy'’s

CERTIFICATE O

- Dr. Reddy's Laboratories ttd.
Formutlation Unit-o
Vill. Khol, Nalagarh Road, Badli,
Distt. Solan, H.B, 173 205, INDIA

FOUALITY Tel : +91 98166 56001-02

CEPTHOIKAT

IKOCTI www.drreddys.com

Page/ Crop. 435

Produact: KETOROL, solution for injection, 30 mpg/ml, Teatk £
ampoules Ne 10 (10x1}

[iporyrr: KETOPOJ, posunn ans i’ exui, 3¢ nirfsna 1 00
anvyax Ne 19 (10x1)

1 ml solution contains: 30 mg of Ketorolac Tromethamine

1 »a posauny micrure: Keroporaky Tpomerasiny 30 sy

wCountry of munuiactarer: ladin
Kpninz-pupobnyks Tnain
B

Batch / Cepin No: V230709

Bateh Quantity / O6’em uapyiis: 18666 packs / ynakosog

Analvtical Report / Ananimiuuanil ssir No: 890401691884

Date of Analysis / jlata pocainkeans: 30.09.2023

Date of Manufaclure / Jlara sapobumyrea: 09/2023

Date of Expiry / Tepmis npuaaryoeri: 8/2026

Registration certificate / Peecrpauiifine nocsigvenns:
1 A2566/01/01

Walid i}l / Jiificne got unlimited / meobmexennii

Order of MOH No: Ne1986 dated: 28.08.2020 / Haxas MO3 Yxpainn Ne1980 nin 28.08.2020

Size and type of the package / Posmip Tu THR DRKySaHHAL

Imi per ampeule; 10 ampoules in a blister, with labeHing in
Elorainian /

no 13t e anvai; no 16 asurys y GaicTepi 3 MADKYSRRHIM
VIPATHCLKQH MOBOIO

Name, address and pumbers of the Hcenses of wanufacture
and quality control / HaiiMenysauss, axpeca 1a HOMED
stinessil BRpOGHMKA T2 KODTPOMO AROCTE

e, Reddy's Laboratories Einslied

Solan, HLE. 173205, India, Ne. MB/05/264

iip. Peaai’e Jndoparepic Bhwiren

Bupotura gineanus — VEe Kxon, Hasarap poan, Bagi,
wepyr Conat, 173205 (Xistuuan Npagens), Inais,
Tinensig Mo MBAOS/264

Formulation Unit 6 Vil Khol, Nalagarh Read, Baddi Distt,

analog / 1-xeToaHamor) Huxuz THMITA

: praHaygeuyy (JIKRB =0
3) Tmpurity / Jomimza D
Below LOD (1LOD

2} Any unidentified impurity / Byas | =0.014%)

Hascae  nimita  susoadenmsn  (JIB

nxa He LnenTrndikopana 10Minka Less than LOQ (£0Q = 0.050%) /

) Fapurity / Jomittka C {I-kete | Less than LOGQ (LOQ = 0.033%) /le) not more than / ge 6inpimne 0.20%

KiALKICHOTO
033%) £) not more than / se figeme 1.50%

= 0.014 %) /

HFuue nMiTa KIDLKICHOTO
: puspayenua (KB ~ 0.050%)
{) Total impurities / Cysma ROMIIEOK
0.15%
Remarks: The product confirms to above specifications (ipinion: APPROVED s
[ipasirxa: TIponyxt siAN0RIARC BHLICIAIHAYCHIN ereidicanil Buenorox: Morogira A

lested by / lecrysar: Pardeep  {Document Checked by / Hapeni

pan:iiame and __g;;_w?'_" tEdin

¢ qg’%éé-batch release /
T Tyek cepil

Cumar - Himesh Kunjar S I8175i ta nocang®y
mj_, il e B A Nanoj Kumgf o i
et T AR o . ;\m el

Sign & Date / [Hiamuc/Bara: Sign & Date / Tiznme/ dara

To Aoy

Registerad Office; 8-2-337, Read No. 3, Banjara Hills, Hyderabs

Tel: +91 40 4900 2506, Fax: +91 40 4900 2953, Email; matgh

CiN: LRS195AP1984PLCO04507
www.drreddys.com
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Dr.Reddy’s

CERTIFICATE OF QUALITY

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

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

CEPTH®IKAT

www.drreddys.com

SKOCTE

Page/Crop. 53 5

Product: KETOROL, solution for injection, 30 mg/ml, Il i
ampoules Ne 14 (10x1)

Hpoayrr: KETOPON, poswun ans iw’exnii, 36 mrfma, 1
annysrax Ne 10 (10x1)

1 ml solution contains: 30 myg of Ketorolac Tromethamine

1 a4 pogunny micrars: Keropenagy Tposeraniay 30 mr

alountry of manufacturer: India
i¥ putaa-pupofinne: Duais
B

Batch / Cepin Ne: V230709

Batch Quantity / O6%cm napriis: 18666 packs / ynaxosox

Analytical Report / ApaaiTiysnii asiv No: 896001691884

Daie of Analysis / Jata nocaimwennsn: 30.09.2023

Date of Manufacture / Xava wypobuauraa: 0%/2023

Date of Expiry / Tepmin apuaaraocti: 68/2026

Registration certificate / Peccrpauiifue nocplaenyi:
UA/2566/01/01

Valid til / Mifiene ao: unlimited / geobmemennii

Order of MOH No: Ne1980 dated: 28.08.2020 / Haxaz MO3 Y

wpalon Ne1980 rin 28,08.2020

Size and type of the package / Posmip va THO H2RYBalig:

tml per ampoule; 10 smpoules in a blister, with labelling in
Ekrainian /

ao 1 a8 avyal; oo 10 avnys y Gaicrepi 3 maproysanuny
VIDOTHCRKONG MOBOH)

Name, address and numbers of the licenses of manufacture
and guality control/ HafiMeiuysanns, aipeca T4 HOMEP
stinenait sHpolyiKa T8 KOKTPORIO HKOCTI

Ui Reddy's Laboratories Limited
Formulation Unit 6 Vill. Khol, Nalagarh Road, Baddi Distt,
Solnu, L, 173205, India, Ne. MBAS/264

A5, Peaai’e JlaGopaTopic Jliviten

Bupednnda aiavming ~ VI e, Kxoa, Hanarap poan, Banni,
nupyr Costan, 173205 (Xisavan Tipanew), Inaix,
Lilnensia N MB/G5/264

Declaration of certification: “I hereby certify that the above information is authentic and accurate. This batch of prodact
has been manufactured, including packaging/labelling and quality control at the above mentioned site(s) in full compiiance
with the GMP requirements of the local Regulatory Authority and with the specifications in the Marketing Authorization
of the importing eountry or product specification file for investigational Medicinal Products. The batch processing,
packaging and analysis records were reviewed and found to be in compliance with GMP.”

Jexnapamis npo cepradikaniro: “LiuM 3aceiityio, 0 BHIKSEHKAAZCHL iudopmaiin cnpapxid 1 rouna. Tlx cepix
APOAYKTY SYIIa BHTOTORJEHA, BRAKOUAIONH YIHKOBRY/ MAKYBAHYS T2 FlePeRipKy AKOCTI Ha BUIEE 3rafaHoMy cabti (ax) v
HOBHIT BiANORiRROCT 3 BHMoraMa GMP sictiesoro Perysigropuol oprary 1 BUIMORIAHO 40 creunhikauii, mo MicTaTHCs
5 peecTpanifiHoMy 5oche / TOprogil nivensii kpainH-iMnopTepa 460 ¥ Hocke cretuBikatiil 1poNyKTY A8 ACCAIDKYBanuX
Hikapeskux sacobie. Jloxymentr no oSpobui, ynaxosui Ta anasy Gyiy nepernssyti Ta BCTAHOBNEHO BIATIOBIAHICIL
GMP.”

Remarks: The product confirms to above spectications
Hpumirka: [lponykT mianosisae nuinesaznaucuii cremndivauil

Tested by / Tectyear: Fardeep  Docuent Checleed by 7 Tepesipus;
Kumar 1 nesly Kupar

Dpigion: APPROVED e
Bucposox: Horomrmy oy
Nawne and positiop STl hori . s batch release /

' o i sAnyer cepit

il

Pt o '
i ST Manol Kumg
IR T - B F

Sign & Date / Hignnc/Hata:

E

Sign & Date / Tliannc/Hava:

Registered Office: 8-2-337, Road Mo, 3, Fanjara Hills, Hyderabadiy
Tel; +51 46 4800 2900, Fax: +91 40 4900 2993, Ernail: mailigts/
CIN: L85195ARIB4PILLGA4507

wwvidereddys.com
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