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Manufactured by
KENDY LTD
Location: Bulgaria, 8 Gurmazovsko shose, 2227 Bozhurishte
Bupobaero:
KEHEBIJATR
Micnesraxomkenns: borapis, § Iypaasoscsxe moce, 2227 Boxypiwte

CERTIFICATE OF ANALYSIS No. 5014
CEPTH®IKAT AKOCTI MNe. 5014

Product name: ROTAVI r?" CALCTUN FORTE effervescent tablets
Hazea npodyrmy. POTABIT KATBIJIYI @OPTE wunyui mabnremiu
Batch no.:
Homep cepii: 2309069
Bateh size:
Posmip cepii: 9 901 packages/ynaxogox
Manufacture date:
Hama eupobnuymea: 09.2023
Bxpiry date:
Tepain npudamuocmi: 09.2026
TEST LIMITS/SPECIFICATIONS RESULTS
HOKA3HHKH AKOCTI HOPMYBAHHA PE3YVIILTAT
Appearance Round flat tablets of white colour with beveled edge, light | Complies
3oeniunii suainad mottling is acceptable, with orange flavour. Bionogidae

Kpyeni nnocki mabrepucu  6inozo  xorwopy 3 QAacKoio,
QONYCKACIMbC  Ne2KA  MAPMYposicmb, 3 aneibCunocuM

3QNAXOM.
Identification/[Oenmudixayin
Caleium Positive Complies
Kanvyiii HozumugHo Bionegidac
Vitamin Ds The retention time of main peak in the chromatogram of the | Complies
{Cholecaleifercl) Test solution corresponds to that in the chromatogram of the | Bicnosioue
Bimanin D3 Reference solution, as obtained in the Assay.
(Xonexansyughepon) Yac ympumaniis OCHOSHO20 iKY 1d XPOMAMO2pami

QOCHIONCYBAN020 POIHURY 6I0NOSIOAE MAROMY
XPOMAROZPAMI CIRAHOAPIHO20 POIUUNY, 6 X001 KIRBKICHO20

BUSHAYEHNSL.
Average mass 7.79-8.61¢g 8.12 g(2)
Cepedns maca 7.79-8.61r
Uniformity of mass Not more than 2 of the individual masses deviate from the | Complies
SN o \ - o - > 0, 1 nane devis Ve i N
Oonopionicims macu average mass by more than 5.0% and none deviates by more | pisnosidac

than 10.0%.

He dinvue 2 inOusioyansuux mac GiOXUIsIOMsCs Gi()
cepeonboi macy na nonad 3,0%, 1 owoona ne IOXUNIEHLL
Binowi niowe na 10,0%

Water content Not more than 1.5% Complies
Buicm soou He 6umpine 1,5 % eSSy, | Bionogidac
Disintegration Not more than 5 min E :;‘(Ep DA \%2 \,ompl es
Poznadanns He 6invuwe 5 xounun g 5 %é](),m{,z(/arf'
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Appearance of solution | Off-white solution. Complies
Soeniwmniin suensio Pozuun maiisice 8in0g20 KORLOPY. Bicnosioae
DO3HUNY

pH of solution 32-48 4.2

pH posuuiy

Assay/kinoricne 8USHAYEHILS

Caletum 900.0 - 1250.0 mg/tablet 1000.0 mg/tablet
Kanwyiti 900.0 — 1250.0 me/mabnemxy 1000.0 riz/madneinxy

Vitamin s
(Cholecalciferol)
Bimamin D3
Xoaivanoyugepon

762.0 — 1452.0 [U/tablet

792.0 ~ 1452.0 MO/madaemxy

797.0 [U/tablet
797.0 MO/mabiemxy

Heavy metals
Baoeri memanu
Lead (Pb)
Caineye (Ph)
Cadminm {Cd)
Kaomin (Cd)
Merecury (Hg)
Pmymo (Hg)

Not more than 3.00 ppm
He Binvue 3,00 ppm
Not more than 1.00 ppm
He 6invrue 1,00 ppm
Not more than 0.10 ppm
He Ginwve 0,10 ppm

Complies
Bignosidac
Complies
Bionosioae
Complies

Bionogioue

Microbiological quality
Mixpobionoceivnua
YHCIOMA

TAMC

302GNLHA KILKICHTL
aepobuux
MIKPGOP2AHIZMIG
TYMC

302aM16HA KIMLKICHIL
Opidicoscosux ma
nnicHasux epubia
Escherichia coli

Not more than 10° CFU/g
He Ginvuwe 10° KYO/2

Not more than 10* CFU/g
He inviue 10° KVO/z

Should be absent/g
ITosunno Gymu sidcymme/z

i

Mewnme 10 KYO/r
Less 10 CFU/g
Meunre 10 KYO/r

Absent/g
Biocymue

Packaging: Effervescent tablets. 20 effervescent tablets in a polypropylene tube, closed with polypropylene stopper with
silica gel. 1 tube with the enclosed leaflet in a carton box,

Vuaxosxa: [Lunyyi maénemicu. [To 20 wunywux mabnemox y noninponinex06is myGl, saxpumi nonnponinenoGoio HpOOK0IO 3
cunixaeenem. 1o 1 mybi pazos is mcmxom-griaduent y Kapmonnii kopooui.

Storage conditions: Store in a protected from moisture and light place at temperature not excecding 25°C. Keep out of reach
of children!

Vmoeu sbepizannsn: 36epicamu y soxuugenomy 610 sonozu ma ceimua Micyl npu memnepanypi ne ciue 25 °C. 36epizamu y
HEQOCHIYIHOMY Oiist Glmet Micyl.

Shelf life: 3 years from the manufacture date. Do not use after expiry date.

Tepmin npudammocmi: 3 poxy 6id damu upobuuymea. He 3acmocosysaimnu nich 3GKIHUEHTIS INEPMIHY RPUCQINHOCTHL,

Quality Control Manager: R.Stefanova
Menedacep BRA: P.Cmeganosa

Surname and position of person, approving batch realese fo market
Ilpiscuaye ma nocada / 28antis 0cobu, axa auOGIa 003611 HA SURYCK cepil

Signature and date, stamp

Hionuc ma Oama nidnucanus, newainka / unamn | - - 29.09.202
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Appearance of solution Off-white solution. Complies
3osninnin cuznsnd Posuun matiice Binoeo KOJIbOpY. Bionoegioae
03YLHY
pH of solution 3.2-4.8 4.3
PH posyuny
Assay/kiavricne susnauenns
Calcium 900.0 - 1250.0 mg/tablet 1000.0 mg/tablet
Kanvyiz 900.0— 1250.0 me/mabnenicy 1000.0 me/matnemy
Vitamin D3
(Cholecalciferol) 792.0 — 1452.0 TU/tablet 866.4 U tablet
Bimamin D3 792.0 - 1452.0 MO/matnemny 866.4 MO/mataemsy

KXoniranoyughepon

Heavy metals ! |
Baxeri memanu

Lead (Ph) Not more than 3.00 ppm Complies

Ceineys (Ph) He 6invuse 3,00 ppm Bicnosicce

szﬁafim;z}xm (Cd) Not more than 1.00 ppm Complies

Kaomiti (Cd) He Ginviue 1,00 ppm Bidnoeidac

Mercury (Hg) Not more than 0.10 ppm i e

Pmyms (Hg) He Ginvue 0,10 ppm -omplies
Bionosicae

Microbiclogical quality

Mixpo6Gionoeiuna

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

TAMC He 6invuse 10° KVO/2 Menme 10 KVO/r

3A2ANbHO KILLKICHb

aepodnux

MIKDOOD2AHI3MIG Not more than 102 CFU/ g Less 10 CFU/g

TYMC He Ginvwe 10° KV O/z Mewnmie 10 KYO/r

3aeanbra KinbKicms

Opidcdoicosux ma Should be absent/g Absent/g

RAICHABUX 2pubie Hosunno Gymu sidcymne/z Biocymie

Lscherichia coli

Packaging: Effervescent tablets. 20 effervescent tablets in a polypropylene tube, closed with polypropylene stopper with
silica gel. 1 tube with the enclosed leaflet in a carton box.

Ynaroswa: Lunyyi mabnenxu, ITo 2 0 weamyuux madnemor Y noninponinenosii my6i, 3axpumni RONAPORIEHOGOI0 NPOBKoID 3
cunivazenex. 11o | mydi paso is AUCTIROM-GRAGOUMIEN Y KAPMOHHITI Kopedyi,

Storage conditions: Store in a protected from moisture and light place at temperature not exceeding 25°C. Keep out of reach
of children!

Yaoeu sbepizanmna, 3bepieaniy y SUXULYCHOMY 610 G0HO2U M coimng Micyl npu mestnepamypi ne suye 25 °C. 36epizainy y
Hedocmynnomy onst dimers Micyi,

Shelf life: 3 years from the manufacture date. Do not use after expiry date.

Tepmin npudamnocmi: 3 PORU 10 damu supobmmymse, He FACHOCOGYSAL RICHA SARIHVCHNIS MepPMiNY Rpudammocni,

Surname and position of person, approving bateh realese to marker Quality Control Manager: R.Stefanova
Hpissuuge ma nocada / seanns 0coby, ara sudaia dosein uo sunyer cepil  Menedocep BIST- P. Cinegpanosa

Signature and date, stamp
Iidnue ma dame nISRUCaHIA, nevwnre / LRI
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