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Manufactured by

$5.C. WORLD MEDICINE EUROPE S.R.L., Romania
Location: Otopeni city, Eroilor sir. Ne 1B, jud. 1'fov. Romania

Bipodacno

K.0. yORJID MEZHUMU CBPOIMLA C P, Pyneysis
Micuestaxomrern: v, Oroncus, vvi. Epoliop NelB, oxpyr indow, Pavving

CERTIFICATE OF ANALYSIS No: 0007-ua-1

CEPTHDIRAT AKOCTI Mo 000 7-1ia-1

Product name: Rotabiotic hard capsules
Hazsa upodyrmy: Pomabipmur, meepoi kancyan

Batch no.: 2400070

Ao cepir: 2400070

Bateh size: 33 116

Posuip cepii- 33 116
Manufacture date: 01,2024
Lama eupodnuyimea: (1, 2024
Expiry date: 01,2026

Tepatin npudamnoemi:01.2026

i
TESTS i LIMITS RESULTS
Horasnure srocn i el Pdff“”mm” .
Appearance i‘Hard capsules, light brown, size NeD,
Onuc f content — light-yellow to light-brown
poilar: : : - Corresponds
Kancy.‘m HIGG;J():'. CGINLIO-KOQDHMHES!, . Rionosioue
s posvip NeQ, ewicm - nopowox eid
| COIMAG-HCOBMO20 0o ceiman- -
| KODUNHEBOSD KOALOPY. — : —_
Average mass of the contents, mg | 405073 %
Cepedus maca suicmny, ye Not more than 2 of the individua. masses
Uniformity of mass deviate from the average mass by more
Odnopionicme macu than 7.5 % and none deviates by more 3048

than 15 % ‘

4050=75% Corresponds

Pomnadanun, xe

He bireute wime 2 oxpemi  sacu Bionoeicuc
gioxwasiomses  8i0  cepednbol  wacu
Slapur wixe na 7,3 % 1 dcecHa ne
aigxwrgemses Giibie wide na 13 % ____
‘Water, % Not more than 3.0 .
Boda, % - He iviue nize 3.0 > o
Disintegration, min Not imore than 30 5

fe Sirree wioe 3¢

Identification of lyophilised
bacteria

Ioenmuinania nioghinizoeanx
darmepid

Lactobacitius bulgaricus
Streptococcus thermophilus
Luctobacillus acidophilus
Bifidohacterium ssp.

Identification is conrolled according to
the assav method.
Loenmuhinayis zomnpouvemscs
| gIOROIONO MemOOUKY KIAuRICHO# 0

BUSHEEN A

1
\ JOKYMEHTIB

Assay

Kinvxicne gsusuaseinn N Fhg——
. : — : g g ik
- lyophilised bacteria, CFU/caps. | Not less than 2.5 x 10 “Rled s 00t S
Fo 1:2
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Manufactured by
S.C. WORLD MEDICINE EUROPE S.R.L.. Remania
Location: Otopeni eity, Erailor sir. Ne 18, jud. lfov, Romania
BspodieHo
K.O. YOPJA MEAMLIHH €BPOIA C. P, Pymynis

- Jiocpinizoaai darmepii, He semwe nine 2,5x10¢
KYO/ranc.

. Lactobacillus bulgaricus,
Lactabacillus acidophilus,

i Streptococcus thermophilis

Bifidobacterium ssp. i

Heavy metals, ppm T o
Baoieki semanu ) i .
Lead (Pb) ; <30 Coiresponds
Couneyw (Pb) i o : Bignoginge
Cadmium (Cd) ' <1.0 Corresponds
Kadamifi (Cd) ' ) ) __ Bignosivac
Mercury (Hg) ! Carrespoids
ol - < Q.10 : e
Meprypiii (Hg) ! _Bismosivac
| Microbiological quality
Mirpodionszivua uucmoma o
Total counts of aerobic bacteria,
CFU/g Not more than 10° CFU/g <0 CFL.g
Jazateha kitericms aepodHux He Sinvwee nize 19°KYOir ' < HOKYQir
oagxmepiil, K¥Ore o
, Not more than 10°CFU 2 <0CFUe
Yeast and moulds, CFU/g He Binvae nive 10° KYOir < IORYOr B
: ' Negative Negative
Salmonella, CI'U/10g i ! Bié);’}wmiﬁ H:’r’):rnm.-’z'f
- : g | Negative : Negative
Bscherichia colf, CFLYg Bid{;ynmiz} i B!_(J;-.vn.v;.":}
? Negative ? Negative
ikt ek | Bidcynuin e Bid;\'mm’:}

Packing: 10 capsules in blister. 2 blisters with the enclosed teaflet in a carton box.

Ymakosxa: no 10 kancyn y Saicrepi. [To 2 Brictepy 3 incTpyKuicio B KApTURHIT KopoGni.

Storage canditions: Store in a protected from moisture and light place at temperature not exceeding 18°C. Keep out of
reach of children. Store the bottle in the refrigerator after opening and use it during one month.

Yoy 36epiranna: 3depiraTit v 3AXUIICHOMY Bid BOTOTH T2 ¢BITIA Micll Npi TeMnepaTypi ve witw 18°C $8epiraty
B HEAOCTYNHOMY 4t aiTefl micui. Ilicas sifkpuTTa Gnakon 38epiraTd u XOIOANABHIKY | BHKORMCTATH ApoTarcy |
MICHIA,

Shelf life: 2 years from the manufacturing date. Do not use afier the expiry date.

Tepxin npuaaThocTi: 2 PORK 3 AaTH BHrOTOBACHHA. He BRKOPICTOBYBATH TIiCIN 3aKiHUEHHE TCPMINY DpHIaTHICT]

SURNAME AND POSITION OF PERSON.,
APPROVING BATCH RELEASE TO MARKET
fIpiasuige ma nocada 7 s8anna acodu.

R GUALAG QO3RN Het QUIVCK Cepil

SIGNATURE AND DATE, STAMP % -
MTidnuc ma dama nidnucannn, nevamsa 7 wmavn 22.01.2024
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