CERTIFIGATE OF QUALITY
CEPTUDIKAT AKOCTI

Dr.Reddy’s

Product: CIPROLET A, film coated tablets NelO (10x1) 1Country of manufucturer: India
Npoayxr: LATIPOJET® A, rabnericn, BRPIT ILHBKOBOIO Kpafna-pupoGuux: Innis
lnﬁonomcom Ne10 (10x1)
I tablef contains: Ciprofloxacin hydrochloride equivalent to: 500 :
mg of Ciprofloxacin and Tinjdazolc 600 mg.

{ TabseTin MiCTHTB: QUIPOQIORCANNBY rinpOXAOPRAY ¥

fiepepaxysaint va upapodaorcanny 500 mr i rmsinazony 600

oo A tp, 1 ot

M

Balch [ Cepis N B2401563 e .atch Qmmtlty /OG’LM nap“m' 57190 l’a(.kw 757190
‘ YHAKOBOIC

[Analytieal Report/ Ananithainil 3siv M 2002FP24001324 Date of Analysis / Java pocnigmenns: 31-05-2024

Date of Mawufacture / Jara sipofinrsa: 04/2024 Date of Expiry / Tepmin npiiaarroeti: 03/2027
Registration certificate / Pecerpautiiine noesiauerus No: Valid till / diftcoe pos 'unli,imtgd [ ieoOmencennii
UAZLI851/01/01

Order of MOH.No; Me1345 flom 15; 12 2016 / Halcm M03 Yxcpamu N111345 Bin 15.12. 2016

Size and type of the package/ Posmip 1a Tun naRysaiivgas T fablets i Hlister lnbnlc-d Ul_' i

COYRYITE it
no 10 luﬁru

{Name, address and nunibers.of the licémses of manufactire’as
quality:coptrol / Hailfcoysanusn, agpech To nomep aineisl
BUPOGHUKA T& ROUTPOIIG skoeTl:

Nel Test/TecT ' : Result / PesyapTat | _ 'Speciﬁcation/Cneuuﬁﬁxdikisi'
1. |Deseription / Qupe Almost white oval film coated [White or almost white oval filtm coated tablets
' ‘fablets with breakline on-one side Iwith breakline: on one side and plain on the
land plain on ‘the other side: / fother side. / Bini 860 matioxe Gini Tanericn,
Maiike OGisii wabmerku, wkpuri fprpuri mniBkopow  obononxoio, oBASLHOY
innizKoBoio 0feoHKo0, oBaBEHOT Jhopmu, 3 PHCKOIO HA ONHOMY Goui'i raankoio
bopmn, 3 puckoro 1a opHomy Goni {nosepxHero — 3 IHMOro:

| o _ -l fnaaKoro NOBEPXHEIO — 3 THIIOTO

Remarks The pmduct conﬂlms o above spccxﬁcauons
Tipumiria: I'Ipon,ym* Bijinopinae numesmmaueum cneumbmaml
Tested by / Tecrypan: e

[, Latha / Quality control:— Team Member |

Sign & Dato / THimme/dare

&£,

"SR Qua y\/? ¢,



SR TIFICATE OF QUALITY.

T CEPTU®IKAT AKOCTI

Prgra 1 Ciop 208 /3 6,

IPygduct: CIPROLET A, film coated tablets .N'ﬂ 0(1 Oxl)

[Ipomyrers [ATNPOJIET® A, Tabacricu, BiRpuri uninconolo
hmionicoto Nel0 (10x1) '

1 tablet contains: Ciprofioxagin hydrogchloride equivalent to 500
injg of Ciprofloxacin and Tinidazole 600 mg

1 paGATKA MICTHTR: Luiupodaercannny rigpoxaopsay y

nepe ,j'\ymmui Ha umlpoqmoucaunn 500 wmr irunigazeny 600
haj .

C‘csuntty of manufacturer: Ind:a

ipnina-sppobrui: Truis

Bateh 7 Copin Mo BRAOTS6E

: anh Quuntnty / 0 "em naprii: 57190 Packs /57190
Y I1AKOROLC '

Analytical. Repovi / Auanirudpnii 3piT No: 2002 FP2400 I,',’24 _

T rocnimeni 31:05. 3004

Date of Ana

Date of Manuficture / dara BllpOﬁHHll’l‘Bd 0472024

Date of Exiiks

Tie praTioetis 09/2077

Registr ation certificate /' Pécerpaniitne nocsinuensn Nu
UA/11851/01/01

Valid till / ,ll,li‘lcueno Wnlited 4 neotamveing

1order of MOH No: Kul345 from 15 12 2016/Hau:as MO3 chpz

vinn No1345 uiu 15.12:2016

|Size and type of the package/ Po3MiD Ta TUR HAKYBRHHI

no 10 TabAETOK Y Bt repl 3 MAPKYBARHAM ykpfxmchlcom
Imosoio; n1o 1 6J1icTe1)y B KinOHHiﬁ wopofni 3 Mapuynanunm
lyrepaiiepicolo Ta AUTNIHCLEOI0 MOBAMH '

10 tablefs in blister lalieléd Ukrainian; 1 blister packagmg i
a carton with labehng in Ykrainian and English Ianguages / |

{Name, address aid- numhel s of the hccnseq of manufachu e and
'quahty control / }laumeuymmm. ANpeca Ta HOMED Njuewsiy
mlpo()umm TH KOHTPOIHO HKOCTE

143; a4p, 45p, 46p, 53, 54, 83, . Baniynaj

, Reddy's Laboratories Ltd., FTO - 11 i
rvey No. 42p, 43, 4dp, ‘Hp, 4bp, 53, 54 & 83, Bachupﬂlh
ge, Bachupally Mandal, WMedchal Malkajgiri District »
90, Telangana State, Indis; No 63/RR/AP/2003/F/R
p Penni’c JlaGoparopic JIsz, WTO— 1Y llmm im .No ;

oxpyrMenuaa Mameaitripi- 500090, MTAT T ‘ena ralm, l[{ﬁiﬁ,
Jlmmum NL‘ G3/RRIAP2003/F/R .

: 2,

[dentification / IpetiTndikauis
&) Ciprofloxacin, Tlmdawie

Meoronom Y@=cnexrpomeTpii
(BUKOPHETOBYIOUH cHCTEMY
BEPX 3 Pporonioanoto
MaTPULEHO)

Rinrosigae BUMoram

(by HPLC) / niiripodhigiccaniin Complies 5 preseribed -/ isamiple preparatxon corresponds to ‘that of 1hc
TURIZAZON (MB'I‘OA BEPX) "anomnae BAMOTAM istandard, prepalatlon as obtained updet assay

‘ Mac yrpumanns Tikis LTIpOdROKCALAHY i

; ITrRizazony Ha XPOMATOrpanax. Bunpo6yBaHoro

{postiuity,  OTpHMAHMK TP KinuiicHomy

i Ibuspaueni; momuHmi  Biamopimath  uacy

: [y TpHMaKHs BiffiOBIIHYX mikis Ha

b)Identification-by UV [xpomarorpamax cTalAAPTHOrO PO3UMHY |

spectromefry (usingan HPLC by The absorption spectia in the UV range of

system with a photodiode ‘eiprofloxacin and tinidazole obtained by

matrix)/ Tneuradicauis Complies- 48 prescribed  / Echromaiogmphy of the test solution and the

a) The retentlon fimes of
{Tinidazole peaks in the ohlomaiognam of the

iréference  standard solution  shotld have,

nm/ CnekTpH NOTJMHAHNA B Y- piangzoni
v=uunpo<§moxcauymy g TMHIBA30AY, OTPHMAaH|

] ve specnﬁcatlons

Rcma rks- The product confil ms to:
Tpnmitika: TlpoyxT. BiINoBiaE B

" ‘lnpu ‘TIpoBeaeHH xpOMaTorpadm
BMNpOBOBYBAHOID POUMHY TA  E€TANIOHHOTO
_C"aHAaPTHOT‘O pO 1‘-1]'1“\’, iy ﬂOBl’UHH Ma']l’lv-

’ Md}((‘nMVMM NOFIHHE n;m O/RAKOBMX]:
] e »‘,’ M '
AL g 4D o i }
i SR GVED
AR eARHEIRCE RO T .

ted by / TecTypas:

Latha / Quality control — Team M-embpx

pRRARGUE &% {ame and Pasition /
BCRAROR B gpn In'a m Hocaxm'

Wil mammnd Uﬁm

JoR?e

|Bien & Date / T/ ara: 31-05-2024

‘1ahsmptlon maxima at the same wavelon gths 2 -



CERTIFICATE OF QUALITY
 CEPTUOIKAT AKOCTI

Dr.Reddy’s'

PopedCoopi3 of /36

[Product: CIPROLET A, flim conted tablots Nel0 (10xl)
fIpoayxt: UHHPOJI ET® A, Tabueriu, ipuri miiBkosolo
Iobononkero Ne10 (10x1)

ing of Ciprofloxacin and Tinidazole 600 mg

1 Ta0aeTka MicTHTh: unnpoqmomauuﬂy riapoXNOPULY. Y
nepepaxysanni ha unapodaorcauy 500 mr i THuiasoy 600
mr

L tablet contains: Ciprofloxacin hydrochloride equivalent to 500 |

Cotntry of manufacturer: Indin
Kpa\‘na-nupomm‘lci Inpis

Bateh /°C epm Nus B’740156"

TBatch Quantity / 06'em maprif: 57190 Packs 757190
. VI]ZKOBOK

Analvncal Report. / Ana.mﬂmmm 3IBIT Nﬂ. 200’7F P240013'74 v

Date.of Analvsns/ﬂ.axa m)c.ﬂimxcemm 3105~ 2074 —

Date.of Manufacture / dava, Bupoﬁmmrsa 04/2024

Date of :Expiry / Tepmin psaarnoerh 03/2027

{Registration certificate / Peeerpaniiine nocsinaeuns Nos.
JUA/11851/01/61

Valid il}/ Jjficre nos unlimited / iicobmentenmit

Order of MOH No: Ne1345 hom 15.12.2016 / Hauca; MO% YItpm‘:m Ne1345 nin 15.12.2016

Size and type of the package / Posmip Ta THI naiyBasusi

10 tablets m bhste: Iabcled Uluamian, I bhslel packaging in|
10 10 Taﬁnu‘om y Baietiépi Map!cynmumm ywpamcmmo
MoB010; o1 5J1IC’iepy B aprouulit KOpodni 3 MapicyBanusiv
evxpamu,kolo T4 agraiitéLK0io Monamy

Name, address and numbers-of the licenses of manufacture and -
quality control / Hatimenynanns, appeca Ta Homep wjuemsii
BHPOSHUKA TA KORTROMIO SIKOCTIS

Dr, Reddy's Labma(ones Ltd,; FTO - 1]
_Suxvey No. 42p; 43, 44p, 45p, 46p, 53, 54 & 83, Bachipally
{Vulldg,e, Bachupally Mandal, Medchal Malkau,ir: Distiict -
.500090 Telangana State, Indid, ‘No 63/RR/AP/2003/F/R
I -p Pe;uu’c JlaﬁopaToplc Jlm, d)’[O n, ,Ilmbmnm No 42p,.
143, 44p, 45p, 46p, 53, 54, 83, & Bauynani, Bauynnm Manpain|
;oncpyr Mepuan Mamcaﬁripi - 560090, mrarTeuanmm,lHum,
Ulienaia Ne 63/RR/AP/2()03/F/R

‘B) Ciprofloxacin (calciilated as
Ci7H)sFN3O3)./
xmnporbnox«:cauuu (B
nepépaxysanni Ha
C17HsFN3O3)

b) Tinidazole (aalculdted as
CsH1aN3O48)/ Trningaony (s
ropepaxyBaHHi Ha ”

99%;
100%

96%,

ilChlorides / xnopunu. |Complies as  prescribed  / A white cur dy prec(pltate is formed / I‘Ionmmo:
il |Binnosizae sumoram cnocTepiraTies  YTBOPSHHA  30i70T0 6morov

. — e pcany

4, :;"Ii‘-it-anium dioxide* / Tyrany  |Complies as  prescribed  / |[Yellow to orange-red coloratnon is obsewed
Apioxenn* {Binnosinae sumoram. {Grocrepiraeruos sabapsenHs Big sKOBTOrO no)

e N _[Bpanie Bt aepBOROro KONkOPY , ‘

S. :|Average weight Cepenns 1[1330,0 mg / 1330,0 mr ;1330 0 +5 0% '5-(ﬁom 1263 S mg fo 1396 5 mg)/
{Maca - 30,

|6 Water#Boza 0% wiw /,3,0% . :Not more than '7"0 Yo w/w/ He 6mbme 7 0% MM

17 {Uniformity-of dosage umts/ } Clproﬂoxaom / uunpodumxoauun AV::should be less.or equal 15.0 / ﬂpwumam,ne
[OnnopiizieTs KO30BAHMX 124 uricrio (AV) Mae 6yt Menue 460 AOplBHlOBd’I‘H
lonuBALb 'Tuudazole/'mumaqon 1 8 ,15 0 e

8, .|Dissolution./ Posunsienns

09%, 96%, 100%, 9%, 98%, 99%

100%, -99%, 9

Ja) Net Igss than 80% (Q) of the labeled amount
in 30 minutes / He metiie $0% (Q) 3aﬂ8neuox’
JKinbioeT! BRpoRoBXK 30 XEUNMH

8/

7o, h) Not less than 0% (0) of the labeled amount
n ’%Ommutes / He wg r}/&()% (@) sanrneid]

=T o

. C8H13N304S)

¢ The pmduot confirms 0 above spectﬁcat:ons '

] ﬂpnhu'nca HpoAyrcT Bianoniaae Bnmeaaauaqeuiﬁ énemmdikalii =

[Tested by / Tectypas;:

|D. Latha / Quality conitrol—"Team Mettiber |

Checked by/l’lepe L

[STgn & Date /Thiannc/ate: 31:05-2024 5

i




GERTIFICATE OF QUALITY

Dr. Redy’s

CEPTU®IKAT AKOCTI

T Cuup 4 00/3 6

Products CIPROLET A, film coated tablets Nel0 (10x1)
INMpoayxr: LA POJIET® A, TabAeTICN, BRPUT TWHBKOBOW
oGononicoto Nel0 (10x1)

1 tablet contalns: Ciprofloxacin hydrochloride equivalent to 500
mg of Ciprofloxacin and Tinidazole 600 mg

1 raBaeTica MiCTHTD: HHpoduIoKeatMIY rigpoxaopuny y
nepepaxysanni ua upmpodaocaimu 500 mr i Tunipasony 600
MY

“[Country of manufacturer: India
'Kpanm-anpoﬁumc: Tnpis

Bateh / Cepin 3 8240156

|[ynakoBox |

Bateh Quantity / O6'em rapTits 57190 Packs / 57190

Analvncal Report / Ana.n i 3piT N 2().021“??40_()__] 324

Date of Analysis { laTa nonnim‘ceuﬁﬂ: 3,,'14057.2024

IDate of Manufacture/ Tara srpoosuurea; 04/2024

Date.of Expiry./ Tc;pM'iwnmmaTl,mc'ri;03/2,027

Registration certificate i
UA711851/01/01

Pecerpalifine nochinuenns Nei

“Tyatid-till / Riiewe ao: unlimited / neoGMeNeH i

[Order of MOH No: Nel3

Size:and type of the package J/Posmip Ta THI TAKYRADIN;

{Vipaiienko) 12 an raliicLI1c010 MOBAMMU

45 from 15,12.2016/ Haxcas VO3 Ycpaitiy Net345 pin 15.12.2016

10 tablots in blister labeled Ulirainian; 1 blister packaging in

la carton with labeling in Ukrainian and English languages /.

mo 10 FafseTor y Gaierepi 3 MapRYBAHHSIM yepaiueLIoio
mosoto; no I Gaicrepy B kapTonnii 10pOlL 3 MAPKRYBAHHIM

|Name, address and numbers of:the licenses of manufacture and
quality control / HaiimenyBanis, ajpecd T4 HoMep Juen3v
BUpOBHIKRA TA KOUTPOMIO fRoeTiz

Survey No. 42p; 43, 44p, 45p,

;

1500090, Telangana State, Indis,

43, 4dp, 45p,.46p;, 53, 54, 83, &
lopyr Mepuax Maj wairipi » 500090, nrrar Teaanrana, uais,
Wliitensin Ne 63/RR/AP/2003/F/R

D, Reddy's Laboratovies Lid., FTO- 11 ‘
46p, 53, 54 & 83, Bachupally
Medchal Malkajgivi Distiict
N 63/RR/AP/2003/F/R

DTO =N, Ainvitnna N 42p,
Bauynani, Bauynail Mannas

Village, Bachupally Mandal,

-p Pengi'e Jiabopatopie JITd,

a) Known (Bthylene diaming -
analog)./ Binoma | Hvoiewe
(eTrneniaMiHOBMHM AHAOL)

b) Unknown highest impurity

nimiTa

cyma Jiomion (38 BHHHTICOM

Less than EOQ (LOQ=0.050%) /]
1 A
Biisnauenid (KB = 0.050%)

[9. JAssay / Kinbkicné BASHAYCHTN |
1 1a) C;.i_pro_ﬂoxac‘i_n‘(p‘alcu_'latcd 4 _
| as Ci7HsFN:05) / 1:501.8 mg/tab/ 501.8 wir/rab. a) froni 475.0 10,5259 mipfiablets 4750 a0
| uunpodrioxeatmi (B | 525,00 M
TepepaxyBaHRi Ha
CiHigEN;03)
by Tinidazole (calculated-as | ]
CaH NzO08Y uninasony-(8  [997.1 wighab/597.1 wrltab G308 tighablels ;B.i‘i;__ﬁ’]‘()_ﬁ,"(.;)‘;x,c’»
Tiepepaxysaiii 11a 4 B ‘
CsHNa048)
10, [Impurities / Jomimky

by Not more than 0.2% /e Binsiue 0,29

SICHOTO

/ naiBinpira Hesijoma ; 0.07%/ 0.07% 1) Not more than.0.2% / e Binkwe 0.2%.
nomiua ; 1

o) Total impurity (excluding | ) 1 ‘

Ethylene diamine analog ) / -0.16% / 0.16% l6) Not more than 0,7% / ne Ginbie 0,7%

CTUICHIIAMIHOBOIO a,l'laﬂol‘y) L
s o o R — o ,_,‘,,:u,,,A [Phos . /;/- _,/,,;':/
P YRpRi P

Py IS 2 R /

{ Reémarks: The product contitms o abave specifications”
Tpumirea: TTporyKt RifNOBiNAE BUIE3AIHAUCHIHA cneumdiixauii

‘.’L)’._ l(—; A .f" ‘:‘“: e
s '-Vr:D

AT

“[Tested by / Teerysast ot
D. Latha/ Quality coritrol — Team Mernber

by./ Tepen

%} Nt and Position
o T TQempE:
sEuranee - Ten;

2
N &

Ton & Date / TTnyc/lara: 31-05-2024

:w'v el ara; 31-05:2024




GERTIFICATE OF QUALITY.

CEPTMGJIKAT HKOCTI

Dr.Reddy’s

Proanct; CIPROLET A, film conted (ablets Nal0 (10x1)
Npoaysier: WANPOJIET® A; mabaericu, BicpiTl NAiBKOBOIO
oGoaonKkoi0 Ne10 (10x1)

g of Ciprofloxacin and Tinidazole 660 mg

1 Tabnetica MiCTUTL: mmpodmo:ccauuuy rmpoxnopmy y
nepepaxysanui na wrnpodaokcavnn 500 vr i HHizasony 600
mr

I tablet eontains: Ciproﬂoxaun hydrochloridé equivalent to 500

N , _ _Bhed Crap. § 01726
Country of manufacturer: India ' -
Kpatua-supobnmne: Indisn

Batch / Cepm Nes B’>40£562

~lynaiosox

Batch Quantity / O6'em napiii: 57190 Packs 757190

Analvtlcal chont yi Ana.ni“ruqmm 3uiT.Ne: 200’7TP24001 324

IDate of Analysis / lata focitiprering: 3105 ‘)024

Date of Manufacture: /,[la ra BnpodHUuiBa: 04/2024

[Date of Expiry /Tepmiu npuaaraocti; 03/2027

Registration certificate ‘/‘Pecerpaniiitie nocbinsteins Ne;
(/18510101

IValid till / Dificne go: unlimited / peobMemenyil

mm Ne1345 Bip 15.12,2016

' 'Swe and type of thc packngc / PmMIp T4 THO nmcynamm

T10'tablets in blister labeled Ukrainjan; 1 blister packaging in
18 cnrton with labeling in Ukrainian and English languages /
‘lio 10 Ta0neror.y Gnicrepi 3 MAPKYBAHNSIM YKDATICHIC010
Mon01o; no 1 Guicrepy B RaPTOHHIH Kopobi 3 Maplcynaxmslm
YIpAIHEbK0I0 Ta aRrailicbikolo MOBAMY

Name, '\dd: css .md numbels of the Iiwnsu. ()1‘ manufactune and’
quality control / Halfmeuynaunn aapeea T4 Hoyep el
BRPOOHNKA T4 KOHTPOMIO AKOCTI;

Dr. Reddy s Labm atories Lid., FTO =11

' “No. 42p, 43, 44p, 43p, 46p, 53, 54 & 83, Bachupally
Village, Bachupally Mandal, Medchal Malkajgiri District -
1500090, Telangana State, India, Ne 63/RR/AP/2003/F/R

10-p Pepni’c Jla6opa'ropic Jrg, OTO =Y, Ainvuriin N 42p;
143, 44p, 45p, 46p, 53, 54, 83, ¢. Bauynari; anynamMaunau,
“oxpyr Meauan Mankaiivipi 500090, wrar Teaanrana, liiis,
Minenzis Ne 63/RR/AP/2003/K/R

Microbiological purity /
Mncpo610norlqna YHUCTOTH:
l4) Total acrobic microbial

coufit (TAMK)/ 3aransna
KijpKicTs aepobuux
Mikpoopranismis

b) Tetal Combined
yeasts/mold count (TYMK)/

Losa than 100-CF U/g/

Meﬂme wine 100 KYQ/r

L=ess‘ than 10:.CFU/g/

Menuie nixk- 1) KYO/r
3araysHa AALKICTS =
npbKipKoBix Ta raicHanix
rpH6is

Absgiit in |
©) Escherichia coli 5

&/ Bisdymiiy L v

: a) Not more than 1000 CFU/g/ e 6inpiue 1000
{KYO/r

1) Not more than 100 CFU/g/ He Binbie 100
KYQ/i

|e) Absentin 1 g/ Bixoyrsiy I

. L¥%as.,
q‘(pmﬂa
oo B W E LY,

1 Remarks; The product confirms to.above specifications
Flpumiriiaz Hponym anomnac nnmeaasnauemﬁ creinidixauil

i

[Tested by / Tectysap: T)oounwnl Checked by
|D. Latha / Quality control ~Team Membe [T:V -

i %? m

/ Hépeu

' Slgn & Dat,é:/ Umlmc/,IIaTa3 .




CERTIFICATE OF QUALITY.

v et

®
@
49

Dr.Reddy’s

* i

CEPTUDIKAT AKOCT!

[Product: f:vltPR()LE":I‘ A, Tilm coated ta’b'lé_t;s'. 1D (i 'lei)
Npoayser:

DANPOJET® A, rabaericn, Bieputi nainkosoio

bSononicoro Nel® (10x1) , o ‘
I tablet: contains: Ciprofloxaein hydrochloxide equivalent to S00.
mg of Ciprofloxacin-and Tinidazole 600 mg

[ 1a6acTIcA MICTHTE: NUIpodIoKtaumHy FIPOXIOPUAY ¥

{nepepaxynauni ya gunpohaorcanim 500 mr iTa ninasomy 600
e

1Country of manufacturer: India
Kpaina-upoGuute: Innin

.l’.ngc} Crop. 6 0f/36 .

Bateh 7 Copis Mo B2401562

Batoh Onantity / O6%ew naptii: 57190 Packs /57190
uaKkosox

raivToaT Repori [ Anaairmannt ot e J002FP24001324

Date of Analysis / [lara yocnigaenus: 31 2052024

Date.of Manufacture / TaTa supobuiiirsa: 04/2024

Date of Expiry / Tepmin npuaatuoerh 03/2027

|Registration certificate / Peccrpaniiine niocniaen Hit Ne:
TUA/11851/01/01

Valid £l / Litene a0t unlimited / neobmenceiiuii

Orderof MOH Mot Ne1345 from 15.12:2016 / Hawkas MO3 Yicpalun Ne134S pist 15.12:2016

Size-and type of the package / Poamip T4 THI NaKyBaHiIE:

T10 tablets in blister Iabeléd Ukvainian; 1 blister packaging in
11 carton with labeling in Ukrainian and English linguages / i
Jrio 10 TaGaeror y GaicTepi 3 MapIyBalNaM YRpATICEH KOO -

voBoiog 10 1'Gaicrepy B RAPTOUNIK KOPODNE 3 MADPKRYBAUNAM
yIRPATHCHICQI0 T4 AHTNCLI0I0 MOBAMH |

' Name, address and numbers of the licen
iquality-coptrol / Halimeny sauir, aupeca Ta HomMex Jiinensii
BupofHnIca 12 KOHTPONI0 SIROCTHY

5 of manufacture and °

[Survey No, 42p, 43, 44p,
|village, Bachup

Dr. Reddy'§ Laboratories Lid,, FTO -1
A8, 46p, 53,54 & 83, Ba__t‘-{h_upnlly
ally Mandal, Medchal Malkajgiri District -

1500090, Telangana State, India, o 63/RR/AP/2003/F/R-

- Peani’c JaGoparopic Jit, TO — 11, Miapnnus Ko 42p;
143, 4dp, 45p, 46p, ‘
loiepyr Meayan Manwaitripi ~500090, wrraT Tenaurana, Inais

&3, 54, 83, ¢. Bastynasi; Bauynual Manpai

Iingisin Xe 63/RR/AP/2003/F/R

* Titanhum dioxide identification test is performed only for validation batches / reer inewrndivanil

NPOBBOANTLCS, JAILE. /LA panifaniiunx cepid

Pecliivation of certification; “1 hereby-certify thatthe above information

has Been manufactured, including paskaging/laba'l'fing

THrany pioKenay

nforn is authentic and accurate. This batch of product
and quality. control af the above mentioned site(s) in full

compliance with the GMP requirements of the loqal,;Rolgu!aﬁor_y A,_u,t'lmrfity and with the specifications in the Marketing
Authorfsation of the dmporting country: or-product specification file for Investigational Medieinal Products. The batch

ppoccss:ing; packaging and analysis records w
Jexnapanyia upo ceprudicaniio: “L{uM sacBigayo,

ere reviewed and found.to be in compliance with GMP.2?

s

wo pinesHIcIanena’ indopMauin cnpaskng i Toyra, 1l cepin

TponyxTyGyna BUTQTORNICH], BKTIOYA0YH ;‘1_r)ﬁa,l_;_onxylmap1<;y.pam-m T4 nepesipKy AKocTi Ha BUlle 3rajanoMy cajiti (ax) y
TIoBHIH BianoBiAOCT 3 paMoraMy- GMP micuegsoro PerymatopHol oprany. i sianosioso no cneundikauill, mo micratpes

"B PECCTPALIANOMY HOLLE ! roprosii sinemsi

pinmosiaHicts GMP.”

f xpaiyu-iMooprepa abo y J0CHE cneuudixenii npopyxry aif
fiogal oy BEHMX JiKapeEKIK 3aC001R, JloKYMEHTH TIO obpoti,

yuakopnl Ta-atanisy GyJin nepermnyTi Ta BCIAOBICHO

{Remarks: The product confirms to aboye specifications

Tested by Tectysan:
1D, Léitha / Quality-control - Team Meinber ¥

| Tipuminica: Tlponyxr vigmosinae Biile3asHa el crenmdikadil
T TBoctiment: Checked by Tlepens;
 Venkata Ramana #Quality ¢§

i Member

1 Pasition:
i Tjocanit

§ian & Date/ T

of Jata: 31052024 |Sigo & D’ét{z‘Vﬂillflifl;@\,ZlgiTa: 310575




JEPKABHA CJIIVIKBA 3 JIIKAPCBKIX 3ACOBIB TA KOHTPOIIO 3A
HAPKOTUKAMU Y KUIBCHKINA OBJACTI

npos. Ceitnuunoi Hanii, 3, m.Kuis, 02099, ten/daxc: (044) 363-06-50
E-mail: dls.ko@dls.gov.ua, Kox €JIPTIOY 37078774

BHCHOBOK
Npo AKiCTH BBE3eHOT0 B YKPaiHy JiKapcbKoro 3acody

14.08.2024 Ne 31874/24/10

HUITPOJIET® A

(naliMeHyBaHHS NIKapcbKoTo 3acoby 3rinHe 3 peecTpalifiHUM TOCBITICHHAM)
Ta0JIeTKH, BKPUTI IIiBKOBOI0 00010HK 010 110 10 Tadaerok y 6aicrepi; mo 1 Giicrepy B
KAPTOHHIH Kopooui

(opma BHITYCKY, NO3YBAHHS, BII MaKyBaHHs JiKkapchKoro 3acoby)
Howmep peecrpariiizoro nmocsiguenns UA/11851/01/01 crpox aii peectpauiitnoro nocsiguenns 01.01.2099
Cepis nikapcrkoro 3acoby Ne B2401562 KinbkicTs BBE3€HOTO Jikapebkoro 3acoby 4500

Bupobunk H-p Penni’c JlaGoparopic JIta, ®TO — II, Inais

(HaiiMeHyBaHHS BUpOGHHKA JTikapchKoro 3aco0y, kpaiHa MOXOIKeHHS)

BsescHo B Ykpainy Tosapucrso 3 o6Mexenor Bixmopinansnictio "p. Penai’c
JlaGopaTtopiz", inent. kox: 37560808

(HaiiMeHyBaHHA Ta Kog 3a €JIPTIOY ropuanyHoi oco6H abo mpisBuule, iM'a, 110 6aTbkoBi (hizkIHOT
ocobu - mignpreMi, ii Micle IPOXXHUBAKHA Ta peecTpaliiinuii HoMep 061iKoBOT KapTKH IIATHHKA
mogaTkis abo cepid Ta HOMep nacnopTa)

[poroxou Bisyansuoro kourpomo Bix 26.06.2024 Ne 1816/1.
JTaBoparopHu# aHami3 IKOCTI NikapceKOTo 3acoby 3aifcHenuit:

JII "IlenTpansHa naboparopis 3 aHaIi3y SKOCTI TiKapchKHX 3aco6iB i MeanyuHOi mpomyKuii"
(m.Kuis, Byn. Kyapseceka 10r m.Kuis, Byn. Kynpssceka 8B Kuiscbka obnacts, ¢. Hosi Ilerpisii,
ByiI. IBana ®panka, 19)

(HaliMeHyBaHHs Ta MiCLE3HAXOPKEHHs JlaGoparopil, 1o nposena abopaTopHuii aHaNi3 AKOCTI)

BHCHOBOK W00 AKOCTI JiKapchkoro 3acoby, Bumanuii nabopatopieio Bin 13.08.2024 Ne 1646

PesynbraTy 1a60paTOpPHOro aHaNi3y AKOCTI TiKapChKOTO 3aco0y 3a MepeBipeHUMH TIOKa3HHKaMK BigmOBiZAX0TH
BHMOTaM METOJiB KOHTPONIO AKOCTI (aHaJiTHYHO-HOPMATHBHOI JOKYMEHTAiT).

3a pesynsTaTaMH JEpKABHOTO KOHTPONIO BCTAHOBJIEHO, WIO JHKapChkuit 3acib BBeseno B Ykpainy 3

JOTPUMAHHSAM srmMor 3aKOHOAABCTBA 010 3a6e3MeyeHHs AKOCTi JIiKapchkux 3acobis. ..
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