Batch No/Homep cepun: 40615T1

Name of product/Hazea npodykmy

Blemaren®, effervescent tablets No 80 (20x4) complete
with indicator paper and cheking calendar

Bremapen®,  mabnemcu  wunyui Ne 80 (20x4) 6
KOMPACKMT 3 THOUKAIMOPHUM RANEPOM T KOHMPOROHUM
raneHoapem

Pack/Tun ynaroenu

20 tablets in polypropylene container, 4 containers in
carton complete with indicator paper and checking
calendar/ 20  mabnremox y  NOAINPORINEHOBOMY
xoumeiinepi, 4 xoumetinepy ¢ Yrarosiyl 3 INOUKAMOPIUM
RANCPOM | KOHMPOALHUM KUNEHOUDEM

Activity/ Axmugnicm

1 tablet contains/ I mabaemia micmume:

Citric Acid anhydrous/ xucromu numoHHoi? 6e3600H0F
1197 mg/mr;, Trisodium citrate anhydrous/ mpurampiio
yumpamy  Gesgoonozo  835,5  mg/mr;  Potassium
hydrocabonate/ kanito 2idporapbonamy 967,5 mg/mr

Country of origin/ Kpaina noxo0oicenns

Spair/ Ienania

Reg.Cert.No/ Pecempayitinuti nomep UA/9419/01/01

Batch No /Homep cepit 40615T1

Batch size/ Posmip cepii 4.147 packs/ ynarosox

Manuf. date //Jama supobuuymea 07/2024

Exp.date /Tepmin npudamrnocmi 07/2028
Manufacturer/ Bupobrux Laboratorios Medicamentos Internacionales,

S.Allabopamopioc Meoixamenmoc Inmepnacsouanec,
CA.

Address / Aopeca

C/Solana, 26, Torrejon de Ardoz, 28850, Madrid, Spain/
syn. Conana, 26, Toppexon de Apooc, 28850, Maopud,
fenania

Manuf, License No/ Bupobnuya niyensis | 0305
Cepmuchivam HBII/GMP Certificate No | BS/027HV1/23

i 1)

General characters/Qfwne xapaxmepucimuxi

Description/odour White rounded bevelled edge tablets, lemon- | Complies/Binnosinae
Onuc/3anax scented
Bini kpyeni mabnemicu 3 hackoio, 3 3Gnaxom
AUMOHA
Dimensions/Posmipu Height/Bucoma: 4,5 ~ 4.9 mm (Mm) 4,7 mm{mm)
Average tablet mass 3,4 £ 5% g/tablet (r/rabnerky) 3,4 g/tablet
Cepedus maca mabnemor (r/1abnerky)

Uniformity of the filled tablet

weight Bidxunenns 6id cepednvol Macu:

Odnopionicmn Macu Min 18 of 20: NMT & 5%, -1%

mabnemox | Minimanenio 18 3 20: e binvuie + 5%, ,
Eur.Ph. 2.9.5 no one: NMT =+ 10% +1%

Deviation from avérage mass:

o1co0Ha ne Oinvute & 10%

Complies/ Bimosinae




Batch No/Homep cepun: 40615T]

Disintegration
Posnadinus
Eur.Ph. 2,91

<5 min (x8.)

2 min (xi{) »

pH value (1 tablet/100 m] of
water)

PH (1 matnermica na 100 mn
600U)

BEur.Ph, 223

Ydentification/Idenmudhicain

148-53

5,0

Citric acid anhydrous
(HPLC)

Jlumonna xucnoma e3codna
(BEPX)

Same retention time of character peaks on
chromatograms obtainéd with standard and
test solutions

Odnarosuii wac ympumanun xXaparxmepix
NIKIE HQ XPOMAMOZPAMAX CMAHOPIH 020
ma Q0CniOH020 pusuiiic

Complies/ Bignonipae

Trisodium citrate anhydrous
(atomic emission
spectrometry)

Tpunampiio yumpam
be3800HuUL (amomno-
eMICIONHA Ccrexmposempis)

Match the characteristic wavelengths
(Sodium at 589 nm)

Chignadinnsa xapaxmepnux doecun xeuny
(nampiti npu 589 nm)

Complies/ Bixnoniae

Potassium hydrogen
carbonate (atomic emission
spectrometry)

Kaniro zidporapbonam
(amomno-emicionna
CRERMPOMENPIst)

Match the characteristic wavelengths
(potassium at 766.5 nm)

Crienadinns xapaxmeprux Jo6icun xeunn
(raniil npu 766,5 1)

Complies/ Bigmoninae

Carbonate (chemical
precipitation)
Kapbonam (ximiuna
npeyunimeyis)

Positive

Hozumueno

Complies/ Binnosigae

Assay/I(invricne eusnanenun

Citric acid anhydrous

1137,2 - 1256,9 mg/tablet (Mff‘ﬁéGJleTxy)

1197,1 mg/tablet

Tpunampiro yumpam
bessodnuii (amommo-
EMICIONHG cnekmpomempis)

Potassium hydrogen

919,1' - 1015,9 mg/tablet (mrfrabrercy)

(HPLC) (95-105%) (mr/Tabneriy)
Jlumonna rucnoma 663800y 100%

(BEPX)

Trisodium citrate anhydrous | 793,7 — 877,3 mg/tablet (mr/rabnerxy) 820,1 mg/tablet
(atomic emission (95-105%) (Mr/Tabnerky)
spectrometry) 98%

961,5 mg/tablet

Bmpama maccu npu
guCYHIYaauI]

He 6invue 3%

carbonate (atomic emission (95-105%) (mr/Tabnerky)
spectrometry) '2 99%
Kaniro ziopoxapbonam

(amomuo-emicionna

cnexmpoMempis)

Purity/Mucrora

Weight loss on drying No more 3% 0%




iy M@dmm

Batch No/Homep cepun: 4061571

Fur.Ph, 2.2.32

Microbiological purity*

Mixpo6ionoziuna wicmoma

BFuar.Ph. 5.1.4

TAMC (saeanvre wucno NMT 10%/1 g of tablets Not performed/He

aepobrux mixpoopeanizmic) | He Ginvwe 10%/1 2 mabnemon BUKOHYETLCS

TYMC (3aeanvne vucno NMT 10%/1 g of tablets Not performed/He

Opincdocosux ma naicuseux | He Ginvue 10%/1 2 mabnemox BHKOHYETLCS

epubxis)

Echerichia coli: Absence in | g of tablets Not performed/He
Bidcymusi a 1 2 mabnemox BUKOHYCTHCH

*tested every 10" balchiimepeaipremoes xoacna 10-a cepin
igrsepoxenns sinnoninpocti/Confirmation of compliance:

Ilnv s nigTBep/LKYI0, WO HA TApTis Jikapcehkux 3aco6iB BHIOTOBNEHA T4 IPONIIA TIEPEBIPKY
BIIOBINO 10 IHCTPYKIIH CTOCOBHO 06Iry siKapchkux 3aco6in. IHCTPYIIT 3a0BONBHAIOTH BHMOTaM
3axony npo sikapeeki 3acotm (AMG) Ta TloctaHosu 1po BHIOTOBNEHHS JHKAPCHKHX 3acobiB Ta
niounx pegosur (AMWHY),

Hereby I confirm that this medicinal product batch was manufactured and tested in accordance with
instructions on medicinal products turnover. The instructions comply with requirements of the
Medicinal Products Act (AMG) and Ordinance for the Manufacture of Medicinal Products and active
Substances (AMWITV),

OxpiM 1poro, 4 MATBEPIKYIO, IO HaBeACHA IHYOPMANIA € CHpamuHbol0 1a npasuinHoro. Cepis
npojykTy Oyna BUTOTOBIEHA (BIULIOUAIOUH TTAKYBAHHA/MAPKYBAHHS) Ta TEPEBIPEHA 3a3HAUCHIM BHIIE
T ATPUEMCTBOM-BUPOOHAKOM ¥ HOBHIH Biamosinmocti 3 sumoramm imosno Hanexuoi BupoGuuwol
Hpaxrrxy (GMP) Bimmopiganesoro oprawy IHCIEKIil, a TakoX BignoBiiHo Ko cneimdikauil, wo
MICTATBCSA y peccTpauifHoMy [oche. BHPOOHHYA NOKYMEHTALIS, IPOTOKONH MAKyBaHHS Td [POTOKOJ
KOHTPOIIO AKOCTI MPOMILTH MEePeBipKy Ta BIANOBIAAIOTH yeranorienum napamerpam GMP,

Besides, I confirm that the information presented is true and correct. The product batch has been
manufactured, packaged, labeled and tested by the above manufacturer in full compliance with
requirements of Good manufacturing Practice (GMP) of the relevant inspecting authority and in
compliance with specification in the registration dossier. Manufacturing documentation, packaging
protocols and quality control protocol are tested and comply with requirements of Good manufacturing
Practice (GMP).

Hara/Date: 23/08/2024

Ynosuosaxena ocoba/ Qualitied person : Pilar Rodnguc7 Sena
(name, poszz‘l(m signature) |
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