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Manufactured'by
KENDY LTD

Lacation: Bulgaria, 8 Gurmazovsko shose, 2227 Bozhurishte

Bupetneno:
KERATRTH

Micyesnaxedscenna: Boszapia, 8 lypaazogcsre woce, 2227 Booicypinine

CERTIFICATE OF ANALYSIS No. 32

CEPTHOIRAT AKOCTI N 32

¢

Product name: ROTAVIT CARDIO powder for oral solution
Hesea npodywmp: POTABIT KAEZIO nopowox: dus npuzoniyeanns POIHURY 078
SHYMpIinmBe020 npaibanun
Batch no.:
Hovep cepii 327
Batch sjze:
Pogaiip cepil: 2 133 packagesiynarosor
Maoufactare date;
Hanmd supodunyingd: (04.2024
Expiry date:
Tepyin npydemnocmi: 04.2027
TEST . LIMITS/SPECIFICATIONS RESULTS
HORASHHKH SKOCTT HOPMYBAHHA PEIVIETAT
Appearazce Pale yellow homogenous powder with orange flavour. Complijes
ol gueind Qdnopionis  nopowox  Gaido-acoamozo robURY  is Bidnogioue
LNENECHROBIN CAIGROM,
Identification//denmuchivayin .
Vitamin By The retention times of vitamin B:, vitamin Bs, vitamin B, Complies
Bintetstie By vitamin Bs and vitamin By peaks in the chromatogram Bionosioac
Vitamin B, obtained with the test sohnion correspond to those in the Complies
B{mmtf‘u By chromatogram obtained with the reference solution prepared Bionosioae
Vitamin By in assay. Complies
Bimenrin By Yacu ympuvenns nixis simasiny 8, sipiaviny By, afimaniny Biditodidee
Vitamin Bg Bs, simaviny Bs wma simoviiny Bs na XPOAIENODON] Complies
Binaiiv Bs docnidoicysunoza  posuuny  gidnoeidaoms  mawuy  ne . .
Vitamin Ba XPOMANTOZPANE POIUUIY NOPIBHAHNA, NDUCOROGISHDRO RIQ YyaT B c)uaa':f:)af:
Bimavin By NPOGROCHHA KINLKICHOR0 GUIHANENIA. Complies
Bidnvsidue
Vitamin By | The retention time of vitamin By» peak in the chromatogram Complies
Binretuin Brs obtained with the test solution corresponds to that in the Bidnosidae
chromatogram obtained with ihe reference solution prepared
1 in assay.
HQac ympusanns nicy eimeaviny BI12 wa XpoMGmozpani
docnidoeysanczo  pozvuny  gldncasioae maroMy  ua
Xpoyamazpesi posuniy nopiGuAnnA, Widz0moelenesy nid vue
HPOGeOeHHA RIBRICH020 SUzHAUCHIA,
Vitamin C Identification is controlled according to the dssay method. Complies
Bimayijn C Cnpasocsticms KONPOMOCHIbeR 220000 3 Memoduxon Rionosiouc
KIABRICHO20 slanemenin,
Vitamin D, The retention times of vitamin Dy and vitamin E peaks in the Complies
Bimain Dy chromatogram obtained with the test solution correspond to Bidnesioue
Vitamin E those in the chromatogram obtained with-the reference Complies
Bimarin E solution prepared in ESSHY%\@% FBionogidac
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Yacu ympusianus nisle sinaminy D3 ma gimeiny E g
Xpoxamozpani  dormidxcyasmiozo POINURY  GidNoeidcomy
Mmakust  ug xXposamozpami Poswimy  nopiennnug,

Hpueinoeiteozd npu nposedent RiALKIGHG20 B1BltiNeny,

- Potassium Identification is controlied according to the assay method. Comiplies
 Koniit Crpagsicicms KOHMpOmOEmsca  32i0n0 3 siemtoduroin Bidnosidae
 Magnesimn RimRienoz0 etisnavenny, Complies
Mazniy Bidnosidas
Zine Complies
Huur Bidnosidae
Selenium Complies
Cenen amy
Bidnosidae
Average mass, 648-753g 6.52 gf2)
Cepedug mate 6.48—7.53r
Uniformiity of mass Not more than 2 of the individual masses deviate from the Complies
Oduopionicns ymacy average mass by more than 7.5% and none deviates by more Bionosidue
than 15.0%.
He Gitawe 2 indueidyanenx  sge aidxunmomeen  gid
CepednLOl Macn ue Ginetue wive wa 7.3%, i scodua ue
sioxunsnenben Ginoute nivic ia 15,0%,
Water content Not more than 1.5% Complies
Batiem oy He bincue 1.5% Bidnosidnes
Appearance of solution Yellowish cloudy solution. Conplies
Soaniuuniii auzand Doy Mymmuii JiEosmyeantit posvm, Bitnosidae
pH of solution 32-45 3.8
FH pozyuny
Assav/Kitoricne eranavenms
Vitamin B, 0.90-1.50 mg/sachet 1.33 mg/sachel
Bimanin B, 1,.90-1,50 szraxemu: {mefnakemu)
Vitaiin B, 0.50-1.50 mg/sachet 1.01 mg/sachet
Bimaatie B> 0.90-1,50 rez/nanen: (Ma/naremu)
Vitamin B; 22.50-37.50 mg/sachet 28.70 mp/sachet
Bimaxiv B; 22,50-37,50 Matnaremu (menareniux)
Vitamin Bg 1.08-1.80 mg/sachet 1.52 mgfsachet
Bimenvin By 1,08-1 80 ymzinawemun {Mme/naxenus)
Yitantin By 360.00-600.00 po/sachet 502.00 pg fsachet
Bimeain By 360,00-600,00 sze/naxenx Lvxelnaremas)
Yitamin B;, 1.80-3.00 pg/sachet 2.01 pg fsacher
Bimanzin By, 1,80-3.00 azfirarcenii (xelnaramung)
Vitamin C 45.00-75.00 mg/sachet 53.00 mg /sachet
Bimaniv C 45,00-75,00 ama/nememme e narenu)
Vitamin D, 4.50-8.25 pofsachet 5.24 pg fsachet
Bimeanin Dy 4,50-8,25 amainaremne {vmainarening
Vitamin 9.00-16.50 mg/sachet 11.00 mg/sachet
Bimanin E 9,00-16.50 siz/naweni: {Meiavennny
Potassium 270.00-375.00 mg/sachet 310.20 me/sachet
Keviwiti 270,00-375,00 xtahmaremus elnacemu)
Magnesium 315.00-437.50 mg/fsachet 371.60 mgfsachet
Maznti 315,00-437,50 4 sedianemug (ualnareini)
Zine 7.20-10.00 mg/sachet 8.20 mg/sachel
Ly 7.20-10.00 .we/na (ve2lnanemun)
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Selenium. 45.00:62.50 pgfsachet 50.00 mgfsachet

Cenen 45,00-62,30 sirzinarenis (mxelnareniug)

Heavy metals

Bagkexi mentan

Lead (Pb) Not more than 3.00 ppm Complies

Cauneys (Fh) He Ginewe 3.00 ppm Bionogidae

Cadmiom {Cd) Not more than 1.00 ppm Complies

Kaomidt (Cep He imowe 1.00 ppm Bidwosioae

‘Mercury (Hg) Not more than 0.10 ppm Complies

Purynus (Hg) He bimsrne 0.10 ppm Bidnosidae

Microbiological quality

Mispodiongeiuna wiemoma

TAMC Not more than 10° CFU/g Less 10 CFU/g

ARATLNA KiTLRICING 2BPOBINT He Ginvwe 10" KVO/s Menwe 10 KVO/z

Mixpoopeanizsia (TAMC)

FYMC Not more than 10? CFU/g Less 10 CFU/g

saeaTLNA KitbKicms He Biase 1F KV O/ Merwe 10 KY Ok

Opixconcoguy ma nricussiy

zpudie (TYMC) .

Bile-tolerant gram-negative Not more than 10? CFU/g Absent

bacteria He Ginviee 10° KV O/ Bidcymue

Cmitoei do oicogui

epanczamugni Ganmepiy

Salmonella Should be absent/10 ¢ Absent/i0 g
Mag Gyriu sideymue10 2 Bideymuel i 2

Lseherichia cali Should be absent/] g Absent/} p
Mae dymit sidcymuc/] 2 Bidcymmnel] 2

Staphylococcus aurenys Should be absent/] g Absent/l g
Mae Bvinu gidcymne/1 2 Bidcymme/] 2

Ingredient statement: Coenzymire Qo ( 10%)

extiact ~20.0 mafsachet
Juqsaeni wointonennig

Roénsun Qo (10%) - 10.0 Alnareniur,

— 10.0 mg/sachet, Hawthorn diy extrdct —

L aeehiarenis, Oyl excmpas-codavol kponuan — 20,0 sefiaxennuc.

20.0 mg/sacher, Motherwor dry

Cyxudl exémpasm 210dy seusainezo — 20,0

Package;: Powder for oral solutisg in:

sachet of 7 g. 20 sachieis with the enclosed ieaflet in g carton box,

Yaxndra: Hopowor: din HPUZONYEAUNR HOTHUHY AR eRYIpTins oG npyiianng no 7 2y nacenmry. o 20 naxenisis puzoxt

13 anemsost-saduen y Rapntonui

Storage conditions: Store in a
of children!

Yuoou sdepleamns: bepizamu ¢ FaxunenoMy 6id gonas

it ROpobyi,

protected from meoisture and light place at emperatare not exceeding 25°C, Keep out of reach

Agdociymiony i dimed s mleyl!

Shelf life: 3 years from the manufacture date. Do nof use after expiry date,
Teparine npudamnocmi: 3 Poxu 3 damut uapmoareuns. He GUROPHCIIOGYAANIN et 3arinvenia nepariny npudanoCmi

SURNAME AND POSITION OF PERSON,
APPROVING BATCH RELEASE TO MARKET

plsewye na nocada / ssanug ocoby, i

ANA audaer Qrsain na suryer cepif

SIGNATURE AND DATE, STAMP
Hidmic ma dama nicriieanns, nesamxa / wman
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H Bla ceinera sfoi npr mesnepanypi ne gutye 23°C, 3Bepizamit o

Quality Cantrol Manager: R Stefanova
Menedowep BRA: P.Cimeghanoga
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