CERTIFIGATE OF QUALITY

Dr.Reddy’s

CEPTUDIKAT AKOCTI

Product: CRPROLET A, film coated tablets Nel0 (10x1)
NMponywr: HWATPOJET® A, tatnerin, srprri muriskosoro
bﬁonomcom Nel0 (10x1)

mg of Ciprofloxacin and Tinidazole 600 mg.

{ rabjeTia MICTHTE: RENpOdnoReANHHY rinpoxaopuay y
fiepepaxysaini na unnpodaorcanny 500 mr i ruwiaazony 600
MF

1Country of manufacturer: India

I tablef contains: Ciprofloxdcin hydrochloride equivalent to- 500 :

Lope CTp 1 0/26,

Kpatna-eupobuuK: Inais

Muh [ Cepin. Ny 13’74()!567

N B’%i'f'cﬁi-i)ﬁnnﬁty /OO’ em.naprii: 57190 Packs /57190

VHIAIOBOK

: Analytieal Report/ Ananithwninit 3eiv Mz 2002FP24001324

Date of Analysis / Aava pocnimkenns: 31-05-2024

Date of Mawufacture / Jlara sitpofunurea: 04/2024

Daté of Expiry / Tepmin npiigatuocri: 03/2027

Registration certificate / Peeprpauiiine nocsiaucHumn Nz
JUA/TI851/01/01

Valid 1ill/ diftcue pos 'unli_i‘nitgd { xiegdmencenyii

Order of MOH No: Ne1345 flom 15 12 2016 / Halcas M03 Yxcpamu Nﬂ345 Bin 15.12. 2016

Size and type of the package 7 Posmip 1a Tun naKyssiinas

hlisi
,ug,'m Ulquluhm AL u;,lm:,;m,nj,mwex/
‘ BT wc;m’u‘n ' '

T Anblets T Blisterdabeled Ukyiniang, 1
CROTRUTE Mih Tl
o 10 mﬁ«wxum
MOL0Io; 110 176Ul

v nna‘numww I

:N'\me,'addrcsa :md numbels of the !icensts of manuiac it
quality:-control / Hmimcuynmum, anpee TotHoMep muuuu
BHPOBHMKA Ta ROUT PO K0T

A WA ndin,
i, N,

v Test/ TecT

. Result/ l:’esym‘,ﬁila;r“ .

ation / Cneu’nﬂﬁxaﬁisi' o

Deseription / Ounc 1Almost white oval fil

m c’o‘fited' White or aliast white oval filt coated tablets

‘tablets with bréeakline on-one side

Maibxe G Fabnerkn,
ninKoBolo G0MOHKOW, OBAlBHOT
[[bopan, 3 PHOKOIO 1A oAHOMY Gon

Iwith breakling on one side and plain on the
lother side. / Bini abo maibke Gini ranericn,
AN
ibopmu, 3 PHCKOIO HA OIHOMY Goui 1 rraakoro
Inosepxueto — 3 inmoro:

jand plain on ‘the other side: /'
BRPUT

maipropowy  6Bononxoio, OBAMLHOT

:l [‘JIB}IKOIO TOBEPXMGHD -~ 13 THIIOT0

Remarks The pmduct conﬂlms o above spccxﬁcauons
Tlpamirica: Hpopyx'r Bijinopinae Bumcsqsﬂaqeum cneuucbmaun
Tested by / TecTypas: ;
[2, Latha / Quality control—

Team Member {1\

Sign &Da1e/1]1mmc/7.[a
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CERTIFICATE OF QUALITY.

CEPTUDIKAT AKOCT!

Pagra o 20873 6_,

Wriduct: CIPROLET A, film coated tablets N010 (¢ Oxl)
(Iponyict: LHNPONET® A, Tadsericn, BIPUT 11 nninosolo
howdionico Nel0 (10x1)

i of Ciprofloxacin and Tinidazole 600 mg

1 rabnera MICYRTR: niapoduokeanyny rippoxnopuay ¥
ncpepa\ylmuui Ha uunpoq).rmucauxm 500 mr 1 Tunizazony 600
b1y .

1 tablet contains: Ciprofioxacin hydrochloride equivalent to 500

Cuntry of manufactuver: India
K'mnuarm;poﬁnmc Inpin

Bt T Copin Mo B2A0TS68

.‘ anh Quantnty / OG"CM napri 57190 Packs /57190
N IaKoROIK

Analytical Repovi / Auanitium 'R 3niT No: 2002 FP2400 I'.?24

Dafe of Analy A i uocmmxceunﬂ 31-05 7074 —

Date of Manufacture / laxa BIIpOﬁHHuTBd 0472024

" |Date of Expilyy.s

: _pmlu HpIPATHOCT 032027

Registration cevtificate /' Peterpaniitne noesinuennn Nu
UA/11851/01/01

Valid till / Jiticne ao: Wnlited £ nesGMestenini

1Order of MOH No: Ne1348 frnm 15 12 2016 / Haseas MO3 chpumn Nel345 um 15.12:2016

|Size and typepfthe package’ Po3Mip Ta THR DAKYBAHH

lyrepatiiepco1o Ta aurmiic

10 tablefs in blister lalieled Ukrainian; 1 blister packagmg i
ia earton with labehng in Ykrainian and English Ianguages /
no 10 Tabneror Y B repl 3 MAPKYBAHHAM ylcp'\mchlcom
imosoie; no 1 6nicTepy B lcap"muﬂiﬁ lcopoﬁux 3 Mapuynaunnm

: qunht\ control Haumenymmml, ANpeca Ta HOMED SMuewnsiy
mtpo()umm T KOHTPOO HIKOCTH:

{Name, address aid. numbel s of the' hccnsee of manufactun and i

. Reddy's Laboratories Ltd., T‘1O 1 i
ryvey No. 42p, 43, 44p, 45]), 46, 53, 54 & 83, Bachupﬂlh
ilage, Bachupally Mandal, ‘Medchal Malkajgiri Disteict »
10, Telangana State, India; M 63/RR/AP/2003/F/R
Vep Pemai’c JlaGoparapic JIsz, ] :
43 -ddp, 45p, 46p, 53, 54, 83, ¢, Basiynaii,’
oxpyrMensan Mameaitripi - 500090, 1
Jhuexwm NL‘ G3/RI/APR2003/E/R

[dentification / Inettyidhirauis
&) Ciprofloxacin, Tinidazole

(by HPLC) / niripodsigiceanii; € Complies  #5
THRigazON’ (Me'rou BEPX) '-erxomnae BAMOTAM

b)Identification-by UV
spectromofry (using.an HPLC
‘;ysrem thh a photodlodc

7 Coinplis- 48
MeTonom Y@«cnem pomeTpil BioBIIAE BAMOraM
(BUKOPHCTOBYIOUH cueTeMy |
BEPX 3 goroaioanoto

MATPULEIO)

presoribed

prescribed

a) T he retentwn Gimes of
{Tinidazole peaks in the ohlomaiognam of the
isaniple preparatlon corresponds fo that of ihc
ftandard prepavation as obtained uder dssay
Mac yrpamaung  nikis LTpodaoKCAUdHY i
{TUHizasony HaXPOMATOTPAMAX Bunpo6yBaHoro

iposiMAY, OTPUMAHAX  TIPH KinsKicHomy
bspauennl; mopummi  BinnopimaTH  Magy
[y TpHMatHst BiffioRinHMX mmikis 13

XPOMATOrpamMax. CTallAaPTHOD PO3UHHY :
by The absorption spectid in the UV range of
leiprofloxacin  and tinidazole obtained by
tchromatography of the test solution and the
Iréfeience  standard solution should have -
‘abgorption maxima at the same wavelongths =2
nn/  CnexTpy norjupaung B Y- piarngzoni
{urnpoduiokcaLiHy T THRIAA30DY, oTpHMaH]

" lnpu ‘TipoBeneHHi xpOMa"rorpacbn
BUnpoBoBYBAHOrD  POBUMHY TA  ETANOHNATO
_C’KaH)lapTHOI‘O pO;LUdHV, oy nonuusi Ma'll’lv-

’ NOPINHE, ,nlm ONBAKOBUX|: -

M dK(‘ HM\,’ MH

Rema l'kS' The product conﬁl o bove specnﬁcatlons

| Tpnmitka: TlpomykT BiILHGB\l(a(. nnuxesasn cHil cneuuq)mqu il
{Tested by 7 Tecrypas; '

e} . Latha / Quality control - Team M-embpr _;

2024

[¥en & a6 7 THiane/tara: 31-05-




CERTIFICATE OF QUALITY

CEPTUDIKAT AKOCT!

Dr.Reddy's

Broduct: CIPROLET A, film conted tablots Nel0 (10x1)
fIponyxr: U,[/lHPOJI ET® A, Tabuerku, srpurl miiskosoio
IpBononkow Ne10 (10x1)

ing of Ciprofioxacin and Tinidazole 600 mg

1 Tabaerka MieTuTh: uunpoqmomaumiy TinpoxJsopuLY.y
nepepaxysanni na wnpodioccauny 500 mr i THuiasony 600
mMr

Country of manufacturer: India

1 tablet contains: Ciprofloxacin hydrochloride equivalent to 500 |

Riped € rapsd of (36 .

I_(Cpa\‘lla-nupoﬁlm;c”:l' 1nais

BoTeh T Copin Nor BIA0T565

TBatch Quantity 7 06’ em naprii: 57190 Packs 5 100
" VI]ZKOBOK

Analyt;cal choxt/Almnmmmm IBiT N‘o 200’7FP240()13'74 v

Date of Analvsns/ﬂdxa m)c.rxiuncemm 31405~ 9074 -

Date. of Manufacture / ava Bupoﬁmmma

Date of:Expiry / Tepmin npuasruoeri 03/2027

'Re;,mratlon certificate / Peéer pauinne noceivennst Noe.
JUA/11851/01/08

1Valid till/ Jisicre mot unlimited / bcobmextenuit

Order of MOH No: Ne1345 hom 15.12.2016 / Halcas MO% chpul‘ma Ne1345 gip 15.12,2016

Size and type of the package / Posmip 1a THD naxyBanHs:

{yKpaiuenicoio T4 agrailicuicoio Mosamy

10 tablets in bhsteu Iabcled Ulumman, I blvslel packaglng in
1o 10 TaGnLToK y Gaictipi o Maplcynmluﬂm Vl(‘[ld'lHClaKOlO
MoBo10; o1 Gaicrepy B xapronulil KOPodui 3 mapicyBaHnnm

Name, address and numbers-of the licenses of manufacture and |
quality control / Haitmenysanun, axpeea Ta Homep y1juemnsiy
BHPOSHUKATA KOHTPOILO AKOCT

_Suxvey No. 42p, 43, 4dp, 45p, 46p, 53, 54 & 83, Bac mpally

Dr. Reddy's Labma(ones Ltd,; FTO -]

"lct

:_Vl“dgﬁ, Bachupally Mandal, Medchal Malkﬂu,irl'l)l
.500090 Telangana State, Indid, ‘No 63/RR/AP/2003/F/R

:43 44p, 45p, 46)1, 53, 54, 83, ¢. Bawynadi, Bauynﬂm Manjtais|
. oncpyr Mepguan Mamca Hripl- 500090, iwrat Temnram, lnum,
Uliienaia Ne 63/RR/AP/2003/F/R v

Ap Pemii’e JlaﬁopaToplc Jhn, DTO -1, ,Ilmwmm No 42p,.

‘8) Ciprofloxacin (caleilated as |
Ci7H)sFN3Os) /
xmnporbnox«:caxmu (B
népepaxyeanni na
C17HsFN3O3)

b) Tinidazole (aalculated as
CsH1aNaO48) muninasony (s
ropepaxysanui Ha )

_9%_, 96%, 100%, 99%,

9%%, 96%,
,100‘%

iChlorides / xnopuanm. |Complies as  prescribed  / A white cur dy prec(pltate is formed / l'ImmHHo
il |Binnosinae sumoram cnocrepiraTies  YTBOPEHEA  30IA0rO 6morov

T : e . boagy

404 Titanium dioxide* / Turany  |Complies s preseribed  / [Yellow to orange-red coloratnon is obsewed
Jioxenn* I1Binnopinae BUMOrAM. {Criocrepiracrues 3abapsienHs Bif OBTOrO no)

i T ._[BpanieBoE)BOHOTO KONBOPY , ‘

5. :|Average weight/ Cepenun | 1330:3,(}'111{5/ 1330,0 mr 11330.0 #5: A;-(fxom 1263 5. mg 1o 1396. 5 mg)/
Amdca i1 _ 1330.0 +5.0%:- M

16: ‘Watex /Bo,ua 1.0 % wiw ,_3,0% _ Not:more thar. 7 0 Y%, w/w/ He 6mbme7 0% MM

17, {Uniformity of‘dosage umts/ IClproﬂoxaom / uunpodmoxoauun AV::should be less;or equa! 15, O/T]puumam,ne
Oanopiriticrs nosoBaHKMK a4 uvicio.(AV) Mae 6yTH Merie abo AOPIBHlOB{ITH
lonumiup 'Tlmdazole/'mumaqon 18 .. . ,15 0 o

8, .IDissolution./ Pozusnrietns i

98%, 99%

100%, 99%, 98%, |

Ja) Not Igss'than 80% (Q) of the labeled amount)
in 30 minutes / He metine 80% (Q) 3aﬂ8neHox’
JKinbocT! BIPOAOEK 30 XEMNUH.

J) Not less than 80% (O')J»o;{" the labeled amount
m '%Ommutes / ne mpfig 0% (Q) saneneino]

. C8H13N304S)

{Tested by { ch*ryaas

{D. Latha/ Quality cou.tx_ol;---'Team M’e’mbcl ’

{SJgn & Datc/ Tlmnnclﬂam KL 05—2024

i




CERTIEICATE OF QUALITY

At AT At 2 B L e et

Dr.Reddy

GEPTUGIKAT AKOCTI

T Coup 4 0873 6

Product: CIPROLET A, film coated tablets Nel9 (10x1)
Npoaykr: WATNIPOJIET® A, TaG1eTIM, RRPHT] TLIBKOBOK
oGononioto Nel0 (10x1)

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

1 raBreTka MiCTHTL: LHTIpOdIIOKCALUITY rinpoxadpuay y
nepepaxysanii ua upnpohaocain 500 mr i runinasony 600

“ICountry of manufacturer: India
'Kpama-anpoﬁumc: Tupin

ML

Bateh / Cepia Wi B2401562

|[yuakoBox

Bateh Quantity / O5'en naprit: 57190 Packs /57190

Analvncal Report / Ax.iéi.;i-ii;;,iquuﬁ,mir.Nﬁz: .20.021“!?-5240_()] 324

Date of Analysis / AaTta Aonnim‘cemim 3,'1405:2;024

Date of Manufacture/ ,’ngifffa';'ﬁnboﬁ,uliu'i‘iié\: 04/2024

|Date.of Expiry / TCDM'iH’Ul)ll}lt\’l‘l_m@l'i:_03/2;(}27

{Rigistration.certificate Pecerpaifine nociiuenin Noi
UA/11851/01701

“Tyalid-till / Diiewe no: unfimited / neoGmenertnii

[Order of MOH:No: Nel3

i5 Trom 15.12.3016 / Hais MIO3 Yipaivig Net345 pin 15.12.2016

Sizc:and type ofthe package / Posmip Ta THI TAKYRANIIG

T10 tablcts in blister labeled Ukrainian; 1 blister packaging in
la carton with labeling in Ukrainian and English languages /.

iVipainesko 14 an raiiielicor MOBAMM

mo 10 FigseToK ¥ GaicTepl 3 MBPIYBARHSIM Yy 1epailcLI0in
Momow; no I Gaicrepy B KapTonnii 1OpOBMi 3 MAPRYBAHISM

{Name, address and numbers ofthe licenses of manufacture and
quality control / Haiimenynans, agpecd T8 iomep ninen3iv
BUPOGHIKA TA KOHTPORIO AOCTIH

Survey No. 42p; 43, 44p, 45p, 46,
Village, Bachupall '
18500090, Télangaha State, Indis,

143, 44p, 45p, 46p; 53, 54, 83, . Bauynasl, Bauynanl Mannan,
loxpyr Mepuay Mai teaiiripi»

-1
53, 54 & 83, Bachupally
y Mandal, Medchal Malkajgivi District
Mo 63/RR/AP/2003/F/R
DTO =T, Dispinug Ne 42p;

Dr. Reddy's Laboratories Ltd., FTO

N-p Peai'e Jlaboparopie JITd,

500090, trrar Tenanrana, uais,

 Mifitensis Ne 63/RR/AP/2003/F/R

Assay / KinbKicné pHEHAYCHTN |
a) Ciprofloxacin (calculated
| ag Ci7H1sFN3O3) /

| umnpodrioxcatuil (B
TepepaxyBanii Ha
CyrH1gEN303)

b) Tinidazole (caloul ated.as
CaHaN304S) Tuninasony (s
jrjep'epaxyaaimi-Ha
CsHpN048)

1501.8 mgtab / S01.8 wifra6.

115971 sightab /5971 wrfrab

it 570

0 106300 nig/tablets /i S70.0 20
arfrab. ;

10, [Impurities / Tomiuxn
' a) Known (Ethylene diaming
analog)./ Binoma | Hioeve
(eTHneniaminoB U AHATOL)

b) Unknown highest impurity

nimiTa

cyma JiomilnoK (38 BHHTIOM

Less than E0OQ (LOQ'=0,05

giiznaueni (JIKB = 0.050%)

/ najBineia Hesizoma 0.07%/ 0.07% 5 Not more thain0.2% / ne Binswe 0.2%.
nomitiica I '

¢) Total impurity (excluding ) 1 _

Ethylene diamine analog ) / 0,16% / 0.16% o) Not more than 0,7% / ne Ginbie 0, 7%

»): Not-more than 0.2% / ne Ginbme 0.2%

%) /1
SIBHOTO

eTuReHKiaMinoBOrO ananory)

{"Reémarks: The product confitms to abave specifications”

“[Tested by / Tecynan:.
. Latha/ Quality-conitrol — Team Member {7

Tpuimirea: Tpomyrt pifnoBiyac BALIESAAHAYCHIHA cneumdixauii
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CERTIFICATE OF QUALITY.

"CEPTU®IKAT AKOCTI

Pr oduct CIPROLET A, film coated tablets Ne10 (I(Hl)
[Iponyxr: LHNPOJIET® A; Tabsericn, BipHTI 1AiBKEBOIO
oGononKkoo Nel0 (10x1)

1 tablet contains: Ciprofloxaun hydrochloride équivalent to 500
ing of Ciprofloxacin and Tinidazole 600 mg

1 'adneTiea MiCTUTLS mmpodmoucauuuy rmpoxnopxmy y
nepepaxysanni na unnpodaoicanin 500 mr i THHinasony 600
I

(Kpatus-supobmue: lngin’

— - g Crnp- 800036
Country of manufacturer: India ' .

Batch /- Ccpm Nes 87401562

Batch Quantity / O6 em napii: 57190 Packs /£7190
lynakonor

Anal}‘/.'fi'cél -cho U7 Avaniimani suiv.Ne 2002FP24001 324

'_ “IDate of Analysis / data fdocaimuerins: 3105, ‘)()24

Date of Manufacture/ lara snpooruuieat 04/2024

{Date of Expiry / Tepmiv npuaatisocti; 032027,

Registration certificate "l“Pevcr'paliiﬁéé noc’nimi‘éhﬁ;i"'m‘-

{uAd1851/01/01

IValid till / Kijiene go: unlimited / peobmemenpi

mm Ne1345 Bin 15.12,2016

' 'Sx7e and type of thc packagc/l’owlp T4 THI NakyBaHiD:

T 0°tablets in blister labeled Ukralnjan; 1 blister packaging in
1a cnrton with labeling in Ukraimian and English languages /
Tio 10 Tadaeror.y Gricrepi 3 MAPKYBAHHSIN YKPATICHI010

. V]CpalHGbICOlO Ta anraificbrolo MOB&MH

mbBoI16; no 1 Gaicrepy B kapTauuii kopobii 3 Maplcynmmsm

Name, '\dd: css .md numbels oflhe Iiwnsu. ()1‘ manufacture and
quality contro) / Halfmeuynamm aapeea TH Hopep Mgl iy
BRPOGHHUKA Ta KOHTPOMO BIKOCTI;

; Vmage,
1500090, Tela ngana State, India, Ne 63/RR/AP/2003/1/R

143, 44p, 45p, 46p, 53, 54, 83, ¢ Bauynasi; anynamMa:mau,
‘okpyr Menuay Manweaittipi - 500090, urrar Ténanrana, lhiis,
Plineuzis Mo 63/RR/AP/Z003/F/R

or. ReddysLabmatones Lid., FTO =11
Siivey No. 42p, 43, 4dp, 43p, 46p, 53, 54 & 83, Bachupally
Bachupally Mandal, Medchal Malkajgiri District -

a-p Pepnite Jla6opa'ropic Jhrg, OTO =11, Jinburign N 42p;

—t
— .

. |[Microbiological purity /
;_;Mncpo610normna YHCTOTY,
[4) Total aerobic microbial
coufit (TAMK)/ 3arampia
KifpKicTs acpobuurx
Mikpooprayismis

b) Tetal Combined
yeasts/mold count (TYMK)/
JaransHa.KABKIOTH
NpbKipKoBIX Ta ruHicHARKX
rprGis

) Escherichia coli

Less than 100-CFU/g /
Metuue whic 100 KYO/r

Less than 10:CEU/g /
Menuie wisk 1) KYO/r

Ah_se;ﬁf;ih 1

&/ Bisgymiy L

: a) Not more than 1000 CFU/g/ e Ginpiue 1000
Ky

b) Not more than 100 CFU/g / we Ginbme |
TKYO/r

00

) Absentin 1 g/ Bixcyiniy | r

Remarks: The product GORTITS (0.406VE Specifications

I]mmmca. Hponyk'r anonmac nnmeaawauemiﬁ cneuMQ)ucaun

‘ rﬁfm@

A2
ITipome/[ava; 31-05-2024




o ®o CERTIFICATE OF QUALITY,
Dr.Reddy’s @ "CEPTUDIKAT SIKOCT!

[Product; CIPROLET A, film coated tablets N1 (10x1)
IMponyser: ATIPOJIET® A, ralseTicn, BiepiT] NUBKOBOIO
bGomowicoso Nel(t (10x1)

i tablet contains: Clprofloxacln hydrochloride equivalent to
mg of Ciprofloxacin and Tinidazole 600 nig

| Ta6aeTIA MICTHTD: LUnpodIoRtaumHy ritpoXnopuRy ¥
Inepepaxynauni a aunpoihaoxcanm 500 mr i Ta uipasomy 604

M

500.

ICountry of manufacturer: India
Kpaina-pupobuuies Innin

P ] Crup 608736

Bateh 7 Copin No: 52401562

Bitch Onantity 7 O em raprit: 57190 Packs /57190
lynakopox

AralyTieal Report [ Aanitmusmii piv. e J00ATP24001324

Date ol Analysis / [Iara moenipenus: 31 052004

Date.of Manufacture / Tlara supobuifirea: 04/2024

Date of Expiry / Tepmin npraatuoeri: 03/2027

: Rb'gié'ti‘éwtion"certifica‘te. / Pecerpartiifie noenimenust Ne:
1UA/11851/01/01

Valia fill / Jiitcne 1ot unlimited / neobuencchnii

Size-and type of the package / Posmip T4 THII IAKYBANIE:

Order of MOH No: Ne1345 from 15.12:2016 / Haxas MO3 Yipaiun Nel345 pij 15.12:2016.

10 tablets in blister labeléd Ukeainian; 1 blister packaglng in

lu cartén with labeling in Ukrainian and English languages /
Jrio 10 TaGaeror y Gaicrepi 3 MapicyBalnam YiepaiuenLKReI0 -

vopoio; 1o 1:Galcrepy B kaprTounii kopofini 3 MAPRYBAUEAM
yiRpaIHERKQIO T4 AHTIICHK0I0 MOBAMI

|Name, address and numbers of the licetises of manufactire and |
tquality-control / Hallmenynauis, aapeca 2 nomep Jiuessii

BUpOGHNKE T2 KOHTPONIO sieoeTil

“ISurvey No, 42p,

L-p Peani’c Jlabopa JIrs :
143, 44p, 45p, 46p, 53, 54, 83, ¢. Batynani; Bagynunii Mansas|
loiepyr Menyvay Mameafiripi ~500090, wrrar Tenaurany, Iuais,

Dr. Reddy's Laboratories Lid, FTO 11

43, d4p, 45p, 46p, B3, 54 & 83, Bachupally

|village, Bachupally Mandal, Medchal Malkajgiri District -
1500090,

Telangana State, India, No G3/RR/AP/2003/F/R.
i‘c JlaBoparopic Jixa, T ~ 11, Hinsnnus Ko 42p,

# Titanium dioxide identification test is
IPOBBOANTHTS JTMILIE. AR panifauiisnx cepi

Decljivation of certification; [ hereby: ) e
has been manufactured, including paskaging/labell‘ing
compliance with-the GMP requirements of the local

Hexaapauis upo ceprudicanig: “Lum 3acBiIuyIo

certify thatthe above information is authentic and ac

, WO BYEBHINaAEH indopMatl

Plincyisin Ne 63/RR/AP/2003/F/R ..

performed only for validation batches / reer iperrrudivandi Trrany plokenny

nform curate, This-bateh of product
and quality. control af fthe above mentioned site(s) in full

| Rogulatory Anthority and with the specifications in the Matketing
Authorisation of the Jroperting country: or:product specification file for
processing; packaging and analysis records were reviewed

or Investigational Medieinal Products. ‘The bateh
and found to be in compliance with GMP.” -
in cnpapxnyg i royna, 1l cepln

TpOBYKTY-Gyna BUrOTORICHS, BKMOYA0NH yr)ﬁa,;qgmg)//map1<;y.pamm T4 nepesipxy axoc Ha BHULE STaNAIOMY cajri (ax) y
noeaill BignosinocH 3 pavoramn GMP uicuesoro Perysiaroprol opramy. i pinmosiaso nocneuudikauifl, mo micratpes

"B -PEECTPALAIOMY JOChE ! Toprositi niuensit

pinmosinuicts GMP.”

) xpaiHu-iMooprepa abo. y JI0CHhE cncuudixeyil npogyYKTY AIA
fogatmiynannx Jikapekix 3acobig, JloxymenTi no obpobii,

yuaxosn! Ta-atanisy Oynn nePernauyTl TA BCTAIOBICHO

[Remarks: The product confirms to aboye specifications
| Dpumirica: Tponyxr BiIDBAE BHIe3a3Hak il creandikatil
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JEPXKABHA CJIYXBA 3 JTIKAPCBKMX 3ACOBIB TA KOHTPO.TIO 3A
HAPKOTHUKAMM Y KHIBCHKIN OBJACTI

npos. Ceitmgnoi Hanii, 3, m.Kuis, 02099, Tesr/dakc: (044) 363-06-50
E-mail: dls.ko@dls.gov.ua, Kog €IPIIOY 37078774

BHCHOBOK
Npo SAKICTH BBE3eHOro B YKpaiHy JiKapchbKoro 3aco0y

14.08.2024 Ne 31874/24/10

HUITPOJIET® A

(naiiMeHyBaHHS JTIKapChKOTO 3acoBy 3TiAH0 3 peecTpalliiHAM TIOCBITICHHM)
TabJIeTKN, BKPUTI IUIiBKOBO10 00010HK0K0 1o 10 Tadaerok y 6iicrepi; mo 1 Oicrepy B
KapTOHHIH Kopooui

(dopma BHITYCKY, 03YBaHHS, BUA NMaKyBaHHs JiKapcekoro 3acoby)
Howmep peecrpaniitroro noceiguenns UA/11851/01/01 crpox xii peectpauitinoro nocsizgenns 01.01.2099
Cepisa nikapcekoro 3acoby Ne B2401562 Kinbkicts BBE3€HOTO JNikaperkoro 3acoby 4500

Bupo6Huk H-p Penni’c Jla6oparopic JIta, ®TO — II, Inais

(naiiMenyBanHs BUpoOHUKA TiKapchKoTO 3aco6y, KpalHa MOXOKEHAS)

Bseseno B Ypainy Tosapucreo 3 o6mexeHor0 BinnmorinansuicTio "p. Peani'c
JlaGopartopiz", inent. xox: 37560808

(HaiiMenyBaHHs Ta Ko/ 3a €JIPTIOY ropuanyHoi ocobu abo mpiseuILe, iM'A, 110 6aTEKOBI QizHTHOT
ocobu - mignpuemi, 1i Micue DPOXHBAKHHA Ta peecTpalliiinuil HoMep 061ikoBo! KapTKH IIATHHKA
mogaTkiB abo cepis Ta HOMEp nacnopra)

Iporokos BisyaasHoro xonTpomo six 26.06.2024 Ne 1816/1.
JTaGoparopHuii aHali3 SKOCTI JiKapceKoro 3acoby 3xilicHenni:

JII "IenTpansHa n1abopaTopis 3 aHAi3y SKOCTI ITiKapChKUX 3ac00iB 1 MeAHYHOI mpoayKuii"
(m.Kuis, Byn. Kyapssceka 10r m.Kuis, Byin. Kynpsaeceka 8B Kuiscbka obnacts, ¢. Hosi Iletpisii,
By1. IBaHa ®panka, 19)

(naliMenyBanHs Ta MiclesHaxopkeHHs JaGoparopil, 1o fposesa nabopaTopHuii aHasi3 sKoCT)

BHCHOBOK LIOZO SKOCTI TiKapcbkoro 3acoly, Bumanuii maGopatopiero six 13.08.2024 Ne 1646

PesynsraTy 1aGopaToOpHOro aHalizy SKOCTi TiKapcHKoro 3acoly 3a NepeBipeHUMH ITOKa3HHKAMH BigmoBinawTh
BHUMOFaM METOJIB KOHTPONIO SIKOCTI (aHaTiTHUHO-HOPMATHBHOT JOKYMEHTALiT).

3a pe3yasTaTaMM JepXaBHOFO KOHTPONIO BCTAHOBJNEHO, WO JHKapchkuit 3aci6 BBeseHo B  YKpainy 3

JOTPUMAHHSIM BHMOT 3aKOHOJABCTBA MO0 3a6€3MeUeHHs AKOCTI JIKAPChKAX 3ac00iB.
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