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OM Pharma SA
Rue du Bois-du-Lan 22 - 1217 Meyrin - Switzerland

CepTudpikar sikocTi Ne:WO 12400172

HasBa npoaykTy: Bponxo-Bakcom ATY
NiocbinisaT BakTepiansHuUx nizaTie
Hazea BupoBHUKa, kpaiHa: OM ®apma CA, Weehyapis

Homep peectpauiiHoro noceigyenHsa: UA/18520/01/01

Cwuna gii / akTUBHICTb: BmicT 1 kancynu: ctaHaapTusosaHui nioginizat OM-85, wo
MICTUTE  niodinizaT  BakTepianeHux nizatie 3,5 wr
Haemophilus influenzae,  Streptococcus  pneumoniae,
Klebsiella pneumoniae ssp. pneumoniae and ozaenae,
Staphylococcus aureus, Streptococcus pyogenes and
sanguinis, Moraxella (Branhamella) catarrhalis

Jlikapcbka chopma: Kancynu

Po3amip i TN ynakoBku: Mo 10 kancyn y Brictepi. 3 BnicTepu B kapmoHuit KOpooyi.
Homep cepil: 2400271

Poamip cepil: 10000 oguHMLb

Hara BupobHuuTBa: 14/11/2023

Aara Bunycky: 22/07/2024

TepMiH NpuMaaTHoCTi: 11/2028

Hasewu, agpecu Ta HoMep# niueHsii Haaga: OM dapma CA

ycix AinbHUUL (3rigHo Appeca: 22 pwo gro Bya-gro-IlaH,

PeecmpauyitiHozo noceid4yeHHs 1217 Meipen, Weelhyapis

8 YkpaiHi): Homep niueHsii: Swissmedic Ne511532-102713903
Cepmucdpikamu eidnoeidHocmi GMP

ycix caiimie Homep ceptudikata GMP: GMP-CH-1005017"(nown«e penarropa)

PesynbTaTn aHanizy:  gve. cepTudikar, WO 4O43ETHCH
KomeHTapi: ... abo He 3acTOCOBYETbLCS
3anaBa npo cepTudikauito:

«Livm 5 3acBiguyo, WO HaBeAeHa BULLe iHdhopMaLlis € AOCTOBIpHOK Ta TouHow. Lo cepito npoaykuir
Byno BupobneHo (BKNKOYAYN NaKyBaHHA/MapKyBaHHA) Ta NPOBEAEHO KOHTPOMb 1i AKOCTI Ha
BULLEe3a3HaqeHin AinbHWYI ¥ NOBHIA BignoBigHocTi 3 BumMoramu GMP, BCTaHOBNEHUMW MICUEBUM
PErynATOpHUM OpraHoMm, a Takox BiANoBiAHO A0 chneundikauii, Wo MICTATbCA Y peecTpauiiHomy
[OCbE kpaiHu-BupobHuka. [poTokonu BupoBHWLTBE, NakyBaHHA Ta aHanisie Byno nepernaHyTto Ta
BCTaHOBMNEHO BiANOBIAHICTE GMP»,

IM'A Ta nocapal/3aBaHHA ocobu, AKa Buaana go3sin Ha BUMYCK cepil:
o [Tep KacTioHi — YnoBHoBaxeHa ocoba

o KpicTiH lNnep — 3acTynHuk ynoBHoBaxeHoi ocobu

Aingenic baticta KapmoHa — 3acTynHuk ynoBHOBaXeHo| ocobu
OM ®apma CA - 22 pio gro Bya-gro-IaH, 1217 MeipeH, Lseliuapis
Miapnuc ocobu, sika BuOana Ao3Bin Ha BUNYCK cepii Ta aara:

vieveo o dnionucanol. L ...23 nunHa 2024. ..

*Bunpasnero Homep ceptudiikata GMP /nignuc/ 22.08.2024

TenedoH +41 22 783 11 11

CtopiHka1/3



Ceptudikar aKocTi

N2:WO12400172

Mpoaykr: BpoHxo-Bakcom AT
MyHkT:1130000781
Oara Bupo6uuurea: 14.11.2023

30 kancyn

Cepin: 2400271

Ne

Hasea napamertpiB

Metoau

BuUMOru MeTomiB KOHTPOMK AKOCTI
(cneumndpikauin)

PesynbTtaTtH aHanisy

Onuc

BisyancHui
ornsa

BHyTpILWHINA

3oBHiWwHIW: Kancyna Ne3

Kpuleyka: Henposopa 6nakuTHoro
KONMbOpY

Kopnyc: Henposopuit Binoro konsopy

BHyTpiLHIRA: nopoLloK  CBITMO-

BexeBoro konsopy

Bignosinae

|oeHTudikauis

loeHTudikauis
aKTUBHOro
iHrpeaieHTa

TLWX

BHyTpIWHIA

BETLIX y BiANORBIQHOCTI 3
nopieHaAnbHOK BETLLX

HasBHICTE ABOX XapaKTepHWX Nam
(Y254 HM)

HasBHicTb
(HiHrigpWH)

XapakrepHux nnam

Bignosinae

Yo

BHYTpILWHIA

Y® cnektp Yy BignoeigHocTi 3
TUNoBuM Y® crnekTpom

HaABHiCTE [OBOX MakcuMyMmis 3a
OOBXUHW XBWUNI NpuBNun3Ho 219+3Hm
(A1) Ta 25813HM (A2)

3Ha4YeHHs  nornuHaHHa y 2

MakCumMmymax:
Ax1>0,4 Ta Aw>0,2

CnieBigHOWEHHSA NOrMUHaHHA y 2
MaKCUMyMax:

1,0A/A2=s20

Bignoeigae

BEPX

BHYTpILLHIN

HasBHiCTb ABOX XapaKkTepHux nikis
A i B, Wo enooTs nicns 7 XB
Mpocine BEPX y BignoeigHocTi 3
nopisHanbHUM npodinem BEPX

Bignosinae

CEPTHOIKATIB

M1

%
N

)

OM Pharma SA
Rue du Bois-du-Lan 22 + 1217 Meyrin - Switzerland
TenedoH +41 22 783 11 11
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Ne |Hazea napamertpie |MeToau BuMoru MeTodie KOHTpoONo AKocTi | PeynbTaTu aHanisy
(cneumdpikauis)
3. |Bwict Bogn (K.®.) |EBp.Papm. <10% 4 %
2512
4. |PosnagaHHs €ep.®apm.2.9.1 [<15x8 Bignosigae
5. | OpHopigHicte macu |Eep.®apm.2.9.5 |Bignosigae sumoram €8p. BignoBigae
dapmakonel
6. |BogoHenpoHWKHICTE |3 METUNEHOBKUM
BnicTepis CUHIM . .
MaioTb ByTh BOOOHENPOHWKHUMU Bianosinae
BHyTpiLWHI#A
MeTop Joypi
7 afanToBaHMA go
" | Binku €sp.®apm 2.5.33 |1 10 + 0,25 mr/kancyny 1,11 Mr/kancyny
meTopg 2)
BHYTpIWHIA
8. |MikpoBionoriyna
yucToTa
3arancHe 4ucno
aepobHux
MiKpoopraHiamis
Bakrepii (TAMC) E€sp.Papm 2.6.12 | <103 KYO/r <10 KYO/Ir
OpixmpkoBi Ta [Esp.®apm.2.6.12 | < 102 KYO/r <10 KYOIr
nniceHesi rpubu
(TYMC)
HocnigxeHHa E€sp.®apm.2.6.13 |BiacyTHicTb E. colliB 11 Bignoeigae
OKpeMux BUaiB
MiKpoopraHismig B 1
r
BUCHOBOK: NpoAyKT CXBaneHo
Im's M. Martinet A. Batista 3acTynHuk ynoBHoBaxeHoi ocobu
Mocapa Biagin koHTponto YnpasniHHs AKicTo
Mianuc  /mignucano/ /nignucaxo/
[ata 25/07/2024 23 nunHs 2024

OM Pharma SA
Rue du Bois-du-Lan 22 - 1217 Meyrin - Switzerland
TenedboH +41 22 783 11 11



PHARMA

Certificate of Quality N°: WO12400172
1. Product name: Broncho-Vaxom® Children
Lyophilisate of bacterial lysates
2. Manufacturer name, Country: OM Pharma SA, Switzerland
Registration certificate number: UA/18520/01/01
4, Strength / Activity: 1 capsule content: standardized OM-85 lyophilisate, containing

3.5 mg lyophilisate of bacterial lysates: Haemophilus influenzae,
Streptococcus pneumoniae, Klebsiella pneumoniae ssp.
pneumoniae  and  ozaenae, Staphylococcus aureus,
Streptococcus  pyogenes and  sanguinis, Moraxella
(Branhamella) catarrhalis

5. Pharmaceutical form: Capsules
6. Size and type of packaging: 10 capsules in blister. 3 blisters in cardboard box.
7 Batch number: 2400271
8. Batch size: 10000 units
9. Manufacturing date: 14 /1172023
10. Release date: 22/07 /2024
11.  Expiry date: 11/2028
12. Name, address and license Name: OM Pharma SA

number of all sites: Address: 22 rue du Bois-du-Lan,

1217 Meyrin, Switzerland
License number: Swissmedic N° 511532-102713903

13. Certificates of GMP Compliance GMPCH-100SDI1>

of all sites: GMP certificate number: GMP-GH-1083470 ¥

E.&

14. Results of analysis: see certificate attached
15. Comments: not applicable

16. Certification statement:

« | hereby certify that the above information is authentic and accurate. This batch of product has been
manufactured, including packaging / labeling and quality control, at the above mentioned site(s) in full
compliance with the GMP requirements of the local Regulatory Authority and with the specifications in
the Marketing Authorization of the importing country. The batch processing, packaging and analysis
records were reviewed and found to be in compliance with GMP. »

17. Name and position / title of the person authorizing the batch release:

[] Pierre Castioni — Qualified Person
[] Christine Hilaire — Qualified Person deputy
[X] Aidelys Batista Carmona — Qualified Person deputy

OM Pharma SA - 22 rue du Bois-du-Lan — 1217 Meyrin — Switzerland

18.  Signature of the person authorizing the batch release and date:

2 3 JUIL. 2024

(]}
Net

A

OM Pharma SA
Rue du Bois-du-Lan 22 - 1217 Meyrin - Switzerland

Phone +4122 783 11 11 Z ‘}( 0%. 28 ‘4
) = , X AL IR 2 2.085.2024 .
¥ OMP cerhpiatz mlnbs correeded . Page 1/3




Certificate of Quality
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N°: WO12400172

Product : Broncho-Vaxom® Children 30 capsules
Item : 1130000781
Manufacturing date : 14.11.2023

Batch : 2400271

Ne| Name of parameters Methods Requirements of Quality control | Results of
methods analysis
(specification)
1. | Appearance Visual inspection External: Capsule No 3 complies
In-house Cap: opaque blue
Body: opaque white
Internal: Slight beige powder
2. | Authenticity TLC HPTLC in accordance with a complies
Authenticity of the active |In-house reference HPTLC
substance Presence of two characteristic
spots (UVzss nm)
Presence of characteristic spots
{ninhydrin)
uv UV spectrum in accordance with a complies
In-house typical UV spectrum
Presence of two maxima at about
219+ 3 nm (A1) and 258 £ 3 nm
(A2)
Absorbance values at the 2
maxima:
Au>04 and Az>0.2
Absorbance ratio at the 2 maxima:
1.0sAum/Ans20
HPLC Presence of two characteristic complies
In-house peaks A and B eluting after 7 min
HPLC profile in accordance with a
reference HPLC
3. |Water content (K.F.) Ph.Eur. 2.5.12 <10 % 4%
Disintegration time Ph.Eur. 2.9.1 <15 min compiBrang
5. | Uniformity of mass Ph.Eur. 2.9.5 Complies with Ph. Eur. AT Y RUL DS
requirements /Q
6. | Water-tightness of Methylene blue Must be water-tight ; sl
blisters In-house = BIKA
’zéu,\éz ~
\‘?%’?v;;‘;-;a;o%
OM Pharma SA SOHTmg N &

Rue du Bois-du-Lan 22 - 1217 Meyrin - Swilzerland

Phone +41 22 783 11 11
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9

PHARIMA

count (TYMC)

Detection of specified Ph. Eur. 2.6.13
microorganisms in 1 g

Ne| Name of parameters  Methods Requirements of Quality control| Results of
methods analysis
(specification)
7. |Assay
Proteins Lowry method adapted |1.10 £ 0.25 mg/caps 1.11 mglcaps
from Ph. Eur. 2.5.33,
method 2)
In-house
8. | Microbiological purity
Total viable aeraobic Ph. Eur. 2.6.12 <10% CFU/g <10 CFU/g
micrabial count (TAMC)
Total yeast and moulds |Ph. Eur. 2.6.12 <102 CFU/g <10 CFU/g

Absence of Escherichia coliin 1 g complies

Conclusion : The product is Approved

Name M. Martinet

Position Quality Control

Signature

e 95 (oA ( Ry

OM Pharma SA
Rue du Bois-du-Lan 22 - 1217 Meyrin - Switzerland
Phone +41 22 783 11 11

A. Batista
Deputy Qualified Person

Quality Assurance
23
& '/ e, I

2 3 JUIL. 2024
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AEPKABHA CJIYVKBA 3 IIKAPCbKHUX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTUKAMM Y KHIBCHKIA OBJACTI

npos. Ceitmmaroi Haxii, 3, m.Kuis, 02099, texr/paxc: (044) 363-06-50
E-mail: dls.ko@dls.gov.ua, Kog €APIIOY 37078774

BHUCHOBOK
NPO AKICTH BBE3€HOI0 B YKpaiHy JIKapCbLKOro 3acody

19.11.2024 Ne 58942/24/10

BPOHXO-BAKCOM JITH

(HaliMeHYBaHHA JIIKAPCHKOro 3aco0y 3TifHO 3 PeeCTPallifiHUM [IOCBIIYEHHAM)
Kancy.au no 3,5 mr no 10 kancy.a y é.icrepi; no 3 6aicrepu B kapToHHii Kopooui

(dpopma BunycKy, DO3YBaHHA, BH TaKyBaHHA JTiKapChKOTo 3acoby)
Howmep peecrpauiiinoro noceizuenns UA/18520/01/01 crpoxk xii peectpamiitnoro noceiggenns 16.01.2026
Cepis mikapcekoro 3acody Ne 2400271 KinskicTs BBeseHoro mikapeskoro saco6y 4000

BrpoGHHK OM dapma CA, llseituapis

(nafiMeHyBanHA BHpOGHHKA JiKapchKoro 3acofy, KpaiHa TOXoMKeHH )

Baesero B Ykpainy TosapucTso 3 00MexkeHo010 BinnosinaasHicTio "JAEJIBTA
MEIIKEJI", inenr. kon: 39448817

(naitMenyBanHs Ta ko 3a €JIPTIOY ropuangHoi ocobu abo npiseuule, iM's, no GaTtekori GiznyHOT
0Co0H - MANPHEMILA, 11 MiCIle TPOKHBAHHS Ta PeecTpalliifHHi HoMep 00/1iKOBOT KAPTKH IUIATHHKA
nozatkie abo cepif Ta HoMep HacnopTa)

Iporokou Bizyaasnoro konrpoao Bin 19.11.2024 Ne 3529/1.

3a pesynbTaTaMH [EPKABHOTO KOHTPOJK) BCTAHOBICHO, W10 JKApCeKWi 3aci6 BBeseHo B VYkpainy 3

JOTPHMAHHSM BHMOr 32KOHO/I2BCTRA 11010 3a0€3ME4EHHA AKOCTI IIKapCHKAX 3aC00iB.

" "'-x
'__",....- —
B.o. u?g(mmxéa uu)h'ﬁxqr “ Onsra EPLOMEHKO
{sﬂ»&gm m,uﬁa pem{a) f?,b].’ﬂk}}&lmli‘? KOHT r;{;-xm) Y}limmc) (fuittdans ra npissuiie)
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AEPKABHA CJIVAKBA 3 JIIKAPCbKHUX 3ACQFIB TA KOHTPOJIIO 3A
HAPKOTHUKAMH ¥ KUIBCBKIU OBJIACTI

npos. Ceitimynoi Haxii, 3, m.Kuis, 02099, ten/daxc: (044) 576-40-41
E-mail: dls.ko@dls.gov.ua, Kog €ZIPTIOY 37078774

BHCHOBOK
Npo AKICTh BBe3€HOro B YKpaiHy JiKapcbKoro 3acody

29.08.2025 Ne 41490/25/1011

bPOHXO-BAKCOM JITH

(HaliMeHYBaHHA JTIKapCLKOTO 3aco0y 3rilHO 3 peecTpalifHHM MOCBIAYEHHAM)
kancyuau no 3,5 mr no 10 kancya y 6aicrepi; mo 3 6aicrepn B kapToHHii Kopobui

(popma BHTIYCKY, 103yBaHHS, BHI MAKyBaHHS JTIKapChKOro 3acoby)
Homep peectpauiiinoro nocsiauesns UA/18520/01/01 crpok nii peectpauiiinoro nocsiguenns 16.01.2026
Cepis nikapcekoro 3acoby Ne 2400271 Kinexicts BBesenoro nikapcskoro sacoby 2000

BupobHuk OM dapma CA, IIseituapis

(HaiiMeHYBaHHA BHPOOHHKA JTIKapceKoro 3acoly, KpaiHa MoXO0KeHHA )

Bseseno B Vipainy ToapucTBo 3 00Meskenoro BinnosigagenicTio "JAEJIbTA
MEJIIKEJT", inent. kon: 39448817

(naiimenyBanns Ta kox 3a €JIPTIOY ropuanunoi ocqbu abo npiseuiue, iM's, no Gatkkosi diznynoi
ocobu - mianpuemus, ii Miclie NPeXKHBAaHHA Ta peccTpauifinnii HoMmep 0671iKOBOT KAPTKH IIATHHKA
no/1aTkiB abo cepis Ta HOMep nacrnopra)

Mporokon Bisyanrsnoro konrpoo six 26.08.2025 Ne 2682/1.

3a pesyiabTaTaMM  JIEPXKABHOTO KOHTPOJIKO BCTAHOBJIEHO, 110 Jikapchkuil 3aci6 BBe3eHo B VYkpainy 3

AOTPHMAHHSAM puMor 3ak0HO/IaBCTBA 1110710 3a0e3neyeHHs SKOCTI TiKapchKHX 3aco0iB.

Onrra EPLOMEHKO

(nianuc) (ininianu Ta npissuLe)
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