JNEPKABHA CJIVKEBA 3 JIIKAPCBKHUX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTUKAMM Y KHIBCBKIA OBJIACTI

npos. Critamunoi Hauit, 3, M.Kuis, 02099, Ten/dakc: (044) 363-06-50
E-mail: dls.ko@dls.gov.ua, Kox €APIIOY 37078774

BUCHOBOK
Npo AKIiCTH BBe3eHoro B YKpaiHy JiKapcLKoro 3acody

27.03.2024 Ne 67415/24/10

KETOPO.JI

(HaMEHYBaHHA NiKapchkoro 3acoly IFITHO % PEECTPALIIHAM NMOCBIAEHH M)
posumn st in'ekuii, 30 Mr/ma o 1 ma B ammyad; mo 10 amiys y daicrepi

({opra BENyCKY, folyBaHHA, BU/ NAKYBRHHS NiKapchkoro 3acoby)
Howmep peecrpaniiinoro noceinuenss UA/2566/01/01 crpox uif peectpartiiftoro nocsiges s 01.01.2099
Cepis nixapeskoro 3acoby Ne V230709 KinbKicTs BBe3eHOTO Jikapcskoro 3acoby 160

BupoGHHK Ii-p Penni'c JaGoparopic Jlimiresn, Inmis
(HafiMeHyBaHHA BUPOOHIKA AiKapCRKOTO sacofy, KpalHa TOX0IxeHHT)

BeeseHo B Yrpainy ToBapHETBO 3 00MEXKEHOI0 pigmosinanenicTio " Ap. Penai ¢
JlaGopaTopiz", inenr. kou: 37560808

(HaitMenyBsarys Ta Ko 3a EPTIOY ropramunoi ocobu abo Ipizeuie, iv's, Mo fatkkoBi (izHuHOT
ocoBH - TIATpHEMLA, 1T MiCIE MPOKHBAHESA Ta PECCTPAliMANE HoMep 00ik0ROT KAPTKH INATHIKA
nogaTkip afo cepix Ta HOMEp MacnopTa)

Iporokon Bizyanenoro kontpomo six 10.01.2024 Ne 4292/3.

JabopaTopmuit AHATI3 AKOCT] JIKAPCEKOTro 3acody 3AIMCHEHKH:

JlaGoparopis 3 KOHTpoO sAKocTi mikapepknx 3acobie TOB "TOBPOBY T-JIIKUJIAB" (M. Kuib,
yn. Hopropon-Cigepcbka, 8y/1.3, HOXUTIIOR] TPAMIILCHH 92)

(HalMeHYBaHHa T2 MICIe3HAX0IKEHHA NabopaTopil, Wwo nposena nmaGopaTopHHit aHani3 AKOCTI)

BHCHOBOK TOAO AKOCTI NikapekKoTo sacofy, BUIamiil nadopaTopieio Bix 08.03.2024 Ne 301-24

Pesyiprath NaGopaTOPHOro aHaTlizy SKOCT] TiKapehKOro 3acoby 3a IepeBipeHAMU NOKA3HHKAMHU BIINOBIIAIOTH
BUMOTAM METOZIE KOHTPOIIIO AKOCT] (aHAITHTHO-HOPMATHEIOL ZOKYMeIlITaii).

3a pesynbTaTaMH JEPAaBHOTO KONTPONK) BCTAHOBICHO, IO Jikapcermii  saci6 BBesene B YKpaiHy 3

I_lOTpHMaHHSlM BHMOT 33KOHOIABCTRA MO0 3a6e3NeUcHITA SKOCTI MKapehKuX 3aco0iB.
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JEPKABHA CJIYKBA 3 JIKAPCBKHX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHKAMHA Y KUIBCHKIA OBJACTI

npos. Ceityranoi Hapii, 3, m.Kuis, 02099, Ten/daxc: (044) 363-06-50
E-mail: dls.ko@dls.gov.ua, Kox €/IPIIOY 37073774

BUCHOBOK
Npo AKICTHL BBe3eHOro B YKPaiHy JlikapcbKoro 3acoby

27.03.2024 ' Ne 1078/24/1011

KETOPOJI

{HaliMenyRaHAA NiKkapeskoro 3aco0y 3TiIHO 3 peecTpalliiiHuM I0CBITTCHILIM)
po3umn 1uid in'exuiif, 30 mr/mi o 1 ma B ammy.i; mo 10 amnyn y daicrepi

(opMa BUOYCKY, L03YBAHHA, BHA NTAKYBAHHA JIKAPCHKOTO 12c06Y)
Homep peectpauiiinoro moceinuenns UA/2566/01/01 crpoxk xii peecrpaniitioro nocsindenns 01.01.2099
Cepis nikapcekoro 3acoby Ne V230709 KinbkicTs BBEseHOTO TiKapcskoro 3acoby 17920

BupoGaux J-p Penni'c JlaGoparopic Jlimiten, Inais

(HaHMenyBaHHA BHPOGHIK HIKAPCHEOTO 3acoby, Kpaiia NOX0LKEHH)

BreseHo B Yipainy TopapucTBo 3 0dMeskenolo BixnoBizanbHicTIo " p. Pepni'c
JIaGoparopiz", inent. xon: 37560808

(BaliMenyBanns Ta kox za CAPIIOY iopHanuHoi ocobu abo TPIZEMINE, iM'A, 110 DATBXOR] hizuumol
0COBH - miATpHeMuA, Ti Micle TIPOXHBAHHA Ta peecTpaniinuii HoMep 0OnikoBo] KapTKH MIATHAKA
HORATKiR 260 cepif Ta HOMep TTAcnopTa)

IIpoToxon Bisyansroro konrpoio sin 27.03.2024 Ne 0059/6.

3a  pe3ymbTaTAMH  JIepKABHOTO KOHTpONic BCTAHOBNEHO, W0  TMiKApChiHA 3acié BBE3cHO B YKpalHy 3

JIOTPHMRHHHM BHMOT 34KOMO/IABCTEA 1[0J0 3abe3lleuerts AKOCTL HiKapChKHX saco0is.
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. qﬁi bir. Reddy's Laboratories Ltd.
& . .

Formulation Unit-6
¥s R@d dy S g Vill. Kho!, Nalagarh Road, Baddi,
Distt. Solan, H.P, 173 205, INDIA

CERTIFICATE OF QUALITY Tef : +91 98166 56001-02
CEPTUDIKAT SIKOCTY www.drreddys.com

Page/Crop. 135

Product: KETOROL, solution for injection, 38 mg/mi, Iml inCountry of manufacturer: India
ampoules N 10 (10x1} Kpaiua-snpodung: lagis
Hponywr: KETOPOJA, posuuy agm i’ cxuiit, 30 mr/ma, 1 ma
amuysaax Ne 10 (10x1)

1 mi solution contains: 30 mg of Ketorolac Tromethamine

1 v posunny sicTare; Kereponaky tpomeraniny 30 mr

Bateh / Cepin Ne: V230769 Batch Quantity / 06 em naprii:: 18666 packs / yaaxoror
Analytical Report/ Auasiruwunii anic M 8950001691884 Date of Aualysis / Jara aoeaiogesns: 30.09.2023

Date of Manufacture / lara supobunursa; 09/2023 Date of Expiry / Tepmin apupatuoctis 08/202¢
Registration certificate / Peccrpanifine nocsityenun: Valid tilt / Midcae ao: unlimited / neobmerenni
UA/2566/01/01

Order of MOH No: Xv1980 dated: 28.08.2020 / Haxas MO3 Vipajuu Ne1980 i 28,08, 20206

Size and type of the package / Poamip T2 THE nakysanym: 1ml per ampoule; 10 ampoules in a blister, with i&beiim; in

{Ikrzinian
1o 1 aa B amayai; mo 10 asurwr ¥ Saicrepi 3 MapRyBaIssm
YVIPATICEROID MOBOKY

Name, address and nimbers of the licenses of manufacture  [Dr. Reddy's Laboratories Limited

and quality control / HalisMeHypanng, ajpeca va HoMep Formuiation Unit 6 Vill, Khol, Nalagarh Road, Baddi Distt.
sriuensil BHPOBHUKS TA KOHTPOMIG SKOLTE Solan, H.P. 173205, India, No. MB/AS/264

My, Peani’e JabGoparopic Jdimiren

Bapotnnya ginsaunus - V1 ¢ Kxoa, Hanavap pean, baa,
arpyr Conan, 173205 (Ximuwan Hypapeurn, Ingia,

JHueusin Xe MBAIS/264

N Test/ Tect Result / Pesvasrar Specification ! Crremudicanin
1. |[Description / esahuwil BUTILL A transparent, paie vellow liguid fillediA transparent, colotless to pale vellow solution
in 1 mi USP type-1 ampoules Afiled in 1 mi USP type | ampoules / [iposopa ein
[Tposopa, 6rigo-wosts pigmta  sldesbaperoro 7o O3HUO-KORTONS KONLOPY piisa, B
. amitynax 06 emon 1w USP | amiyiax 06 emom 1o T USP 1 )
2. dentification {HPLC) / Complies / Binitosisac On the chromatogram of the test solution obtained
[nerrndixadis (BEPX) by assay, the retention time of the main peak should
correspond to the reteation time of the oiain peak
on the chromatogram of the standard solution / Ta
xpoMatorpami BrnpodyYBAHOLO PORYHELY,
OVPHMAHOrO ripy KiABKICHOMY BMIBZYEHHI, uac
EpHMAKHA TONOBROTO OiKy NOBHEHO BiAnOBINATH
YACY YTPUMAHHS [OSOBHOr0 MKY Ha XPOMATOIPaMi
CTAHAPTHOTO POZUHHY
3. iBacterial Endotoxins / <=().725 BElG/mg / Not more than 3.8 EU per | mg of Ketorolac
Bakrepinibapll eHAOTOKCHE <=}, 723 EOMT Tromethamine / He Ginpine 5.8 EO ma 1 s
KeTopongry TpoMeTaming
4, [Sterility / CrepuapRICTS Complies / Binopigac Shall be sterile / Mae 6yTH cTepUTLHENM 3
5. pH/pH j _ .39 From 6.90 to 7.90 / Bix 6.90 10 7.90
Remarks: The produst confinns to above specifications Opinion: APPROVED L
Pipnaditica: {lpoaykT piaroesime snugesaisaneniit ereundivaui Brcuwopor: Tloropsrs - ;
Tested by / TecTyeas: Pardeep - {Document Checked by / Hcpbmpua, Name and positiogsPha aaiRa ot grrbatch release /
QTN Flitwsh Es,_m Lt e [EEERTH WL Y . . EH D o0y }w vl
oo 11 (B 2073 el Ap jf‘[’ -
Sign & Date / Tinmc/Jara: Sign & Date / THiannc/Hare: Sign & Dage HTD it ~Le B

CIN; L85195A91984PLC{}(}450?
www.drreddys.com
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$o
Dr.Reddy’s €

CERTIFICATE OF QUALITY

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

vill, Khol, Nalagarh Read, Baddi,
Distt. Solan, H.P, 173 205, INDIA

Tel : +91 98166 56001-02

CEPTHOIKAT AKOCTI

www.drreddys.com

Page/Crop. 235

ampoules Ne 10 (10x1)

anenyaax Ne 10 (10x1)
1 wif solution contains: 30 mg of Ketorolac Tromethamine
1 st poungy micraye: Keropoaaky rposmeraminy 30 mr

Tipoayir: KETOPOJL, posswun nas b’ exdiit, 30 mrofs, T ma g

Product: KETOROL, solution for injection, 38 mg/mi, lral inCountry of manufactyrer: India

Wpalua-pupebhink: Inaia

Bateh / Cepin Not V230709

Batch Quantity / 06 cm napriis: 18666 packs / ynaxosok

Analytical Report / Auaniroanni spiv Mo: 830001691884

Date of Analysis / Zata noctinxenny: 30.09.2023

Date of Manufactore / Jata supodauursa; 09/2423

Date of Expiry / Tepsmin npnpatrocti: 08/2026

Regisiration certificate / Peecrpaniiine nocnigHens:
1JA/2566/01/01

Valid till / Qidicne ao: unlimited / neobmexeHni

Crder of MOH No: No1980 dated: 28.68.2020 / Haxay MO3 Ywpainu Ne1980 sin 28.08.2020

Kize and type of the package / Poamip va THO DaKysauHu:

1mi per ampoule; 10 ampoules in a blister, with labelling in
Likrainian /

w0 1 30 B amuyai; 8o 10 amnyn y 6aicrepi 3 MapKyBannsam
¥ KPATHCE KO SI0BMO

Name, address and nambers of the licenses of manufacture
and quality comirel / HaRmenynauys, ajpecs va somep
sinensii BupoiHUKE T4 KOHTPOM REGCTE

Dr. Reddy's Laboratories Limited

Formulation Unit § Vill. Khel, Nalagarh Road, Baddi Distt,
Solan, HP. 173205, India, Ne. MB/85/264

tp. Peani’c JaGoparopic Jlimiren

Buppduiivg abmnnus — VI e Kion, Hanarap poan, Bay,
oxpyr Cosian, 173205 (Ximauan Hpanem), Inain,

_ Uliwensis N MIB/05/264

6. Particulate matter / Mexawivi

BRAIOUEHHA

A) visible particles / saapmi Complies / Bianosizae
HRCTHHKH

B} invisible particles / we Branmi

GRCTHHIH

a) > 10 pr/ MEm 25

b) = 25 pun / Mxn G0

QECTKH MakOTH OYTH BIACYTHI

Ginsare 6000 y xowreitnepl

Ginsme 600 y xorrednepi

Ne visible particles should be detected / Branmi

) not more than 6000 particles per container / ue

) not wmore than 600 particles per container / ue

7. |Extractable volume /7 O8’em, wmo{i.0mi/ 1.0mn

Not less than 1.0 ml / He mesine 1.0 ma

BUTATACTECA
3. |Assay

Fach mi containg  Keiorolae 29087 mg/ Puring reiease: not less than 28.50 mg and not more
Tromethamine  (Calculated  asl 29.87mr than 31.50 myg / Ha MOMEHT BHIYCKY: 1e MEHIUE
CisHiaNOs . CoHnNOy) [ Kinsxiche 28.50 mr ta He Gignwme 31,50 mr
BH3HAYCHIHT During sheif-ife: not less than 27.00 mg and not
KowHHE M3 MICTHTE  KETOPOAAN more than 33.00 mg / Ha mporasi repminy
IpoMeramit  (PUIPANORYETRCH  Hi npiaaTHocTi: He wmenme 27.00 Mroma ne Glusise
C sl 1aNGs CqaHy NOy 33.00 Mr

Remarks: The product confirms to above specifications Opinion: APPROVED L

TEpusitia: VTponyxy sianopizac sugerapaienifl coewdrigay Birenopos: [ToropuTy o

Tested by / TecryBap: Pardeep  {Docurment Checked by / {lepesipms: Name and positi . horig ﬁ%ﬁ"bﬂi@h release /

Kumar EHimesh Tis, A7 s Ta nocangh 13 BRIy CK oepil;

o JpRE— i R . 3 o ;
cj—{?‘_” aant CRETYEIE] hiano Kue }h}fgi&i .
Sizn & Date / Hinnue/Jata: Sipn & Drate / Hignue/Hana: Sign & Da ng Ap-Lpe3

Tek: +§1 40 4900 2900, Fax: +91 40 4500 2993, Email: m3A
CIN: L85195AP1984PLCODASOT
www, drreddys.com
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. @s Dr. Reddy's Laboratories Ltd.
) ™ ; !
Formufation Unit-6
@?' R@ddy S Vill. Khol, Malagarh Road, Baddi,
Distt. Solan, H.P, 173 205, INDIA
CERTIFICATE OF QUALITY Tel : +91 98166 56001-02

www. drreddys.com

CEPTH®IKAT KOCTI

Page! Crop. 335

Product: KETOROL, solution for injection, 30 ma/ml, 1ml inCountry of manufaciurer: India
ampoules Ne 10 (10x1) W patun-arpoebnme Duais
ponyier: KETOPOJL, posgns ain i’ exaifl, 30 sfmsn, 1 s i
avrynax Ne 10 (19x1)

1 mi selution contains: 30 mg of Ketorolac Tremethamine

1 mJt posunny micTurs: Ketoponaky rpomerantiay 30 mr

Bateh / Cepiw No: V230709

Bateh Guantiiy / 06 em naprii: 18666 packs / ynaosox

Analvtical Report / AnaniTuunui it Xe: 890001691884

Date of Analysis / fata gocainkenss; 30.09.2023

Date of Manufacture / Java supeOunurea: 09/2023

Date of Expiry / Tepmin npuaatsocti: 08/2026

Registration certificate / Pecerpanifine mocsinsenss:

Yalid till / Mificse fo: unlimited / neoBmexennii

UA/2566/01/01

Order of MOI No: No1980 dated: 28.08.2020 / Haxaz MO3 Vicpaiun Ne1980 nin 28.08.2020

Size und type of the package / Posmip va TUR naxyBasya: tml por ampoule; 10 ampoutes in a blister, with labelfing in
Ukraintan /

po 1 st o amiyai; no 10 asirys y Goicrepi 3 saprysuithian
VRPATHCEH K0 MOBOIO

3r. Reddy's Laboratories Limited
Tormulation Unit § Vill. Khol, Nalagarh Road, Baddi Disti.
‘ek.m H.P. 173205, India, No. MB/05/264

1. Peaai'c JIabopatopic Jdimiren
Bupi}mau!m ainsupun — VI ¢, Kxon, Hanarap poan, baaai,
arpyr Conan, 173208 (Ximaaan Tpanews), Inpin,
Ulinessia Ne MB/OS/264

N ame, address and numbers of the licenses of mansfacture
and guality contrel / HafiMedypanns, sIpeca 12 HOMEp
siiensil BHPOGHHER T2 KONTPOIIO AioTTi:

From 10.60 % (viv) to 12.60 % (v/v) 7 Bin 10.60%
o/o no 12.60% o/o

1157 Yaviv/
11.57 % o/o

9. {Assay alochol content / Kinskicne
BH3HANCHEA CIHPTY

10. {Colour
{ Absorbance at 430 mun using water
as blank) / Komip (npu mosmugi0.04
el 430 HM BHKODHETORYIOTE BOAY
ik Baanx)

Optical density should be Not more than
0.20 / Onryuna ryCrHea nopueng 6ytr ue 6insie
16.20

‘Degree of opalescence of the solution should be not
sxceed than reference solution [/ Posaun 3a
CTYNHEM ROMYTHIHHS He NOBMHEH [OPEBHILYDATH
erasion [

11, [Clanty / TIpo3opicTs Complics / Bignosigac

12. Impurities / Jomimks 0.15%

a) Impurity / Josioxa A ) not more than / ne Ginsme 0.20%
Below LOD (LOD = .0.012%) /{b) not more thanr/ ne Gubuie 0.5%
1) Impurity / Hominixa B (1- Hipxue aivita  pusnevenny  (JIB

hydroxy analog / 1-riapoxenanasor)| =0.014%) ) not more than / ne 6insime 0.5%

d) not more than / ne Gimknze 0.20%

Remarks: The product confinns to above specifications Opinion: APPROVED L

Mpumitia: [IpeiyrT BIANOBIAE BUIMIE3A3HAICHIH CF: cundH ks Brienprox: Moroanrn / f,'}'
Tested by / Toerysas: Pardeep  |Document Chocked by / Ikpuatpm N‘zmc and \;msxi G ;

K umar P Himesh Kmmr s,x Lx,pn
e= s | emdeS s f
i VT o -2 PR
s b

Sign & Dare / Miamac/ Hata: Sign & Date / Tilaone/ ;Ln Al

ﬁ.

Registerad Offtce: 8-2-337, Road No. 2, Sanjara Hitls, Hyderaba®y sl ]
Tek +91 40 4500 2000, Fax: +93 40 4900 2939, Email: .‘“:G 3
it LBS1S5APIORAPLLO04507 ,,.
www.drreddys.cora




Dr.Reddy's

CERTIFICATE OF QUALITY

- Dr, Reddy's Laboratories Lid.
Formulation Unit-o
Vill. Khol, Nalagarh Road, Badd,
Diste. Solan, H.E2, 173 205, INDIA
Tel : +51 98166 56001-02

CEPTUDIKAT

www.drreddys.com

HKOCTI1

Page/Crop. 435

Product: KETOROL, solution for injection, 34 mefml, Tml inCountry of manufacturer: Indin

ampoules Ne 10 (Eix1)

amryaax Ne 10 (10x1)
1 ml solution contains: 30 mg of Ketorelac Tromethamine
1 wur posusny sicTure: Keropoaaky Tpometaminy 30 mr

Tpoxykr: KETOPOJL, posunn ana in’exuiit, 30 srfaen, 1y s

Hpniun-s polnus laaia

Batch / Cepia No: V230709

Batch Quantity / 06 em naprii: 18666 packs / ynakosox

Analytical Report / Ananivwaunii 3sit Ne: 896001691884

Date of Analysis / Jora goestinkenns 30.09.2023

Date of Manufacture / Java supoGuuursa: 05/2023

Date of Expiry / Tepmin npugarroeri: $8/2026

Registration certificate / Pecevpauiifue nocnigenan:
UaAf566/61/01

Walid il / Jiiitene go: unliniited / reoBmexennii

Order of MOH No: Ne1986 dated: 28,08.2020 / Hawas MO3 Yxpaina Ne1980 six 28.08.2020

Size and type of the package / Posmip 4 THR RERySaHH#:

Tmi per ampoule; 10 ampoules in a blister, with labelling in
Ukrainian /

e 1 ekt s anrryni; ne 10 asnyg y GaicTepl 3 MApRYBARHSM
VIRDATHCLEOK MOBOID

Nzumie, address and numbers of the licenses of manufacture
and quality control / Hafimenypayus, agpeea Ta HomMep
Aizrensil BRPOGUMIE T KOBTPOMO AKOCTR

Dr. Reddy's Laboratories Limited

Formulation Unit 6 Vill Khol, Nalagach Road, Baddi Disit,
Solan, H.P. 173205, India, Ne, MB/OS/ 264

ip. Peaaite JinGoparepie Mdimiren

Baupodunsa jiasauas — VEe, Kxon, Hasarap posg, Bagii,
nepyr Conan, 173205 (Xisauan Mpagen), Inais,

Tinersin N MB/OS/264

) Imperity / Hosimka C (I-keto
analog / 1-xeroananor} Husxus niMiTa
A} Impurity / Jomiuxa D
 Below 1L.OD {LOD

[ Hmkue  wimita  Bui:
=) Any unidentified hmpurity / Byas | =0.014%)

hixa He ienThdikopana gominka
Hsicue nimiTa
£} Total impurities / CyMa JOMIlIOK
0.15%

= 0014 %) /

Less than LOQ (LOQ = 0.050%) /

pusHauenut (JJKB = 0.050%)

[Tess than L.OQ (LOQ = 0.033%) /|¢) not more than / #e Giisine 0.20%

KIALRICHOTO
f) not more than / ge 6igeme 1.50%

yenns (JIB

KiTLKICHOTO

Remarks: The product confirms to above specifications
[ipumiTea: 1IponyKt BigHORIARE BUIIEIa3HASCHIN epeupdicani

(Ipinion: APPROVED s

l'ested by / 1'ecrysan: Pardeep

Dacument Checked by / Tlepesipur:Name and positiges

Buenopor: Iloroanra Yoy,

s ml’:a{ug’%éé-batch releage /
ST AT YK COpIl

Kuamar . Himiesh Kunar p—— T8 2 ninear
,x._;f.,:» L s WO R e IMano) Kuimg J
guotle T Yot he Dy Td - ;\m LI

Sign & Date / Minuuc/Jara: Sign & Daie / Tlixme/ Java:

Jo-tery

Registered Office: §-2-337, Read No. 3, Banjara Hills, Hyderabati 5
Tel: 491 40 4900 280G, Fax: +91 40 4900 2953, Email: magh

CiN: LR 195AP1I84PLCOOMS07

wWwLaT

eddys.com
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Dr.Reddv’s

CERTIVICATE OF

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

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA

GUALITY Tel : 491 98166 56001-02

CEPTH®IKAT SKOCTI

www.drreddys.com

Page/Crop.53 5

Product: KETOROL, solation for injection, 30 mg/ml, 1l in
wmpouies Ne 10 (10x1)

Hpoaywr: KETOPOJL, poswin ana i’ cxniit, 36 siima, T ma s
amryaax Ne 10 (10x1}

1 ml solation contains: 36 mg of Ketorolac Tromethamine

1 min pozunsy Mictate: Keroponaky vposterastiny 30 mre

Country of manufacturer: India
Ipuina-pupoinme: baaia

Bateh / Cepin Ne: V238709

Batch Quantity / O6’cu napriis: 18666 packs / ynaxopox

Analviical Report / AnamiTinuii asiv Me: 890601691884

Date of Analysis / Azra nocaimxennn: 30.09.2023

Date of Manufacture / Xara wopobumyrsar 0972023

Date of Expiry / Tepamin nipuaaranocy); 08/2026

Registration certificate / Peccrpauiiine noeniguenmii:
UA/2566/01/81

Valid till / Midiene po: unlimited / neobmemennii

Order of MOH No: Mo1980 dated: 28.08.2020 / Haxaz MO3 Y

wpajnn Ne1980 sin 28.08.2020

Size and type of the package / Poasip T4 THE Haypanuus

tmi per ampoule; 10 amponles in a blister, with labelling in

Ulerainizan /

ao 1 aen B amnyad; o H annya y Gaicrepd 3 Maprysanuny
VIWPATHCHROE MOBDH)

fir. Reddy's Laboratories Limited

Formulation Unit 6 Vill. Xhol, Nalagarh Read, Baddi Distt,
Solan, HP. 173205, India, No. MBAYS/264

U, Peagi’c JlaGopatopic Jlimitea

Bupeinuya giapuans — VI e Kxon, Hanarap poan, Baai,
awpyr Coaan, 173205 (Ximavas Lipanew), Inaig,
Litlnensin Ne MBAS/264

Name, address and numbers of the licenses of manufacture
and quality control / Halimenysanna, aapeca Ta novep
niensii sHpoBHNKA Ta KEHTPOMIO HKOCTEH

Peclaration of certification: “T 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 compliance
with the GMP requirements of the local Regulatory Authority and with the specifications in the Marketing Authorization
of the importing country 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.”

Hewnapanis npo cepradikanito: “Liuv saceiityio, 110 RHLIEBHKAACHA indopmauin cnpapxid 1 rouna. Tlx cepix
MPOAYKTY Bysia BHIOTORJEHE, BIIIOUAIONH YIAKOBIY/MAPKYBAHUS Ta HEPeBIPKY SKOCTI Ha BHIIE 3raflaHoMy cabiti (ax) y
nopHilt Bianosinnocr 3 sumorams GMT micuesoro Peryisvopuot oprany i BIANOBIAHO A0 cuewndixauill, mo miciarscs
B peecTpanifiHomy 50cse / TOproRif niuensii kpaiu-iMnoprepa abo v ocse crienpbixanii IPOLYKTY ANS KOCAUKYBARHX
sixapeskux zacobie. Jlokymente no ofpobui, ynaxosii Ta anaizy By NepernaHyTi Ta BCTAHOBNEHO BIANOBIAHICIL
GMP."

Opinion: APPROVED
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Remarks: The product confirms to above specifications
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