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

CepTudikar AKOCTI Ne:WO0 12403569

Ha3sBa npoaykTy: BpoHxo-Bakcom AT
NioghinisaT BakTepiankHux nizatis
Hazsa Bupo6Huka, kpaiHa: OM dapma CA, Wseiuapin

Homep peecTpauiitHoro noceigyennsa: UA/18520/01/01

Cwuna aiil / akTUBHICTb: Bmict 1 kancynu: craHfgaptuaoeanui niocpinisat OM-85, wo
MicTWTb niodinisaTt GakrepianbHux nisatis 3,5 mr. Haemophilus
influenzae, Streptococcus pneumoniae, Klebsiella pneumoniae
ssp. pneumoniae and ozaenae, Staphylococcus aureus,
Streptococcus ~ pyogenes  and  sanguinis, Moraxella
(Branhamella) catarrhalis

Nikapckka popma: Kancynu

Po3amip i TN ynakoBKu: Mo 10 kancyn y 6nicTepi. 1 6nictep 8 KapmoHHitl KOPOOYI.
Homep cepil: 2400495

Poawmip cepii: 20100 ognHuLp

[aTta BupobHuurea: 22/05/2024

[arta Bunycky: 13/08/2024

TepmiH npuaaTHocCTi: 05/2029

Ha3sewu, agpecu Ta HoMmepu niuexsii Hasea: OM ®apma CA

ycix ginbHUUb (3rigHo Apgpeca: 22 pto aro bya-aro-flaH,

PeecmpauyiliHo2o noceid4yeHHs 1217 MeipeH, LWseiuapis

8 YkpaiHi): Homep niyeHsii: Swissmedic Ne511532-102713903
Cepmugbikamu eidnosidHocmi GMP

ycix calimie Homep cepTtudikata GMP: GMP-CH-1005017

PeaynbraTtu aHanisy:  gwe. cepTudikaT, Wo A0A3ETHCH
KomeHTapi: ... abo He 3acToCOoBYETLCH
3anBa npo cepTudikauiio:

«Llum 8 3aceiguylo, Wo HaBeaeHa BULLe iHbopMaLlis € AOCTOBIPHOK Ta TouHow. Lo cepito npoaykuii
Byno evpobneHo (BKNKYAKYW NaKyBaHHA/MApKyBaHHA) Ta NPOBEAEHO KOHTPOMb 1T AKOCTI Ha
BUWE3a3HaYeHiil AinbHULI y NOBHIM BiANOBIGHOCTI 3 BuMoramu GMP, BCTaHOBNEHUMU MicLEBUM
pEerynsTopHUM OpPraHoM, a TakoX BiANOBIAHO A0 cneundikauii, Wo MiCTATbCS Y peecTpayinHoMy A0CLE
KpaiHu-BupoBHUKa. [poTokonu BUPOBHWUTBA, nNakyBaHHA Ta aHanisis Oyno nepernsHyTo Ta
BCTaHOBMeHO BianosigHicTe GMP».

IM'A Ta nocana/aBaHHA ocobu, sika Buaana Ao3Bin Ha BUNYCK cepil:
o Mep KacTioHi — YnosHoBaxeHa ocoba

o KpicTiH Finep — 3acTynHWK ynoeHosaxeHoi ocobu

Aigenic BaTicta KapMmoHa — 3acTynHuK ynoBHoBakeHo! ocobu
OM ®dapma CA — 22 pro g Bya-gro-Nan, 1217 Meiipen, Lseriuapis
Mignuc ocobu, Aka BUAana Ao3Bin Ha BUNyck cepii Ta gara:

............ /mignucaHo/............ ...27 cepnHa 2024...

Tenedpon +41 22 783 11 11
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CepTudpikar sakocrTi N2:WO0 12403569

Npoaykr: Bpoxxo-Bakcom A™ 10 kancyn
MyHkT:1130000619 Cepisi: 2400495
Oata supobHuuTea: 22.05.2024

Ne |Hasea napametpiB |Metogun Bumoru MeTofiB KOHTPOMO AKOCTi | PeaynbTaTu aHanisy
(cneuundpikauis)
1. |Onuc BizyaneHui 3oeHiwHin: Kancyna Ne3 signoeigae
ornag

Kpuweyka: Henposopa GnakuTHOro
BHyTpiLWHIA Konsopy

Kopnyc: Henpo3opwit 6inoro konsopy

BHYTpIiLWHIRA: NOpPOLUOK CBIiTNO-
BexeBoro Konbopy

2. |lpeHTudikayis TWX BETLWIX y BiANOBIAHOCTI 3

N - nopisHaAnsHow BETLUX . ;
laeHTudikauis BHyTPIiLHIA P Bignosigae
aKTUBHOrO HasBHiCTb ABOX XapaKTepHWUX Naam

iHrpegiexTa (Y252 HM)

HasBHICTL  XapakTepHux  NNam
(HIHTIgPWH)

Yo Y& cnektp Yy BignosigHocTi 3 | BiAnosiaae

L TUNOBUM YD cnekTpom
BHYTPILLHIA

HasBHiCTb [ABOX Makcumymis 3a
OOBXWHU XBUNi Nnpubnn3Ho 2194+3HM
(A1) T2 258+3HMm (A2)

3HayeHHs nornuHaHHa y 2
Makcumymax:

Ax1>0,4 Ta Ax2>0,2

CniBBiAHOLLEHHA NOrNWHaHHA y 2
Makcumymax:

1,0sAn/A2<20

BEPX HasgHicTb ABOX XapakTepHWX Nikie | Bianosinae

BHY TRILLH A i B, Wo enwtowTb nicna 7 X8

Mpodchine BEPX y BignosigHocTi 3
nopisHANbHUM npodinem BEPX
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Ne |Hasea napametpie |Metoau Bumoru MeToAiB KOHTPONH AKocTi | PesynbTatu aHanisy
(cneuundpikauis)
3. |Bwmict Bogu (K.®.) [Esp.®apm. <10 % 5%
2512
4. |PosnagaHHs €sp.®apm.2.9.1 |<15x8 Bignosigae
OpHopigHicTe macu | Esp.®apm.2.9.5 |Bignosiaae sumoram €8p. Bignosigae
Gapmakonel
6. |BoOoOHENPOHWKHICTL |3 METUNEHOBUM
Bnictepis CHHIM . i
MaioTb ByT¥ BOOOHENPOHUKHUMM signosigae
BHyTpiWwHin
MeToa Noypi
7 afanToBaHui Ao
Binku €sp.®apm 2.5.33 |1 10 + 0,25 mr/kancyny 1,23 mr/kancyny
mMeToAa 2)
BHyTpiWwHIA
8. |MikpobionoriyHa
yucToTa
3araneHe 4yucno
aepobHux
MiKpoopraHismis
Bakrepii (TAMC) €sp.®apm 2.6.12 | =103 KYO/r <10 KYOIr
Opixmxosi Ta |E€ep.®apm.2.6.12 | < 102 KYO/r <10 KYOIr
nniceHesi rpubum
(TYMC)
HocnipxeHHs €ep.®apm.2.6.13 |BigcyTHicTb E. collis 1T Bignoeigae
OKpemux BuAiB
MikpoopraHismie B 1
&
BUCHOBOK: NPOAYKT CXBaneHo
Im's V. Beaudin A. Batista 3acTynHuk ynosHosaxeHoi ocobu
Mocapa Bigain koHTPONIO YnpaBniHHe AKICTIO
MNignuc  /nignucaHo/ /mignucaxo/

Hata 27/08/2024 27 cepnHa 2024




PHARIMA

Certificate of Quality N°: WO12403569
1. Product name: Broncho-Vaxom® Children
Lyophilisate of bacterial lysates
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. 1 blister in cardboard box.
T Batch number: 2400495
8. Batch size: 20100 units
9. Manufacturing date: 22/05/2024
10. Release date: 13/08 /2024
11. Expiry date: 0572029
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
of all sites: GMP certificate number: GMP-CH-1005017

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:

2'7 ADUT 2024
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OM Pharma SA
Rue du Bois-du-Lan 22 - 1217 Meyrin - Switzerland
Phone +41 22 783 11 11

Page 1/3



Certificate of Quality
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ARMA

N°: WO12403569

Product : Broncho-Vaxom® Children 10 capsules
Item : 1130000619
Manufacturing date : 22.05.2024

Batch : 2400495

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 (UVasa 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.
Ax> 0.4 and Ax2>0.2
Absorbance ratio at the 2 maxima:
1.02Ax/A2s20
HPLC Presence of two characteristic complies
In-house peaks A and B eluting after 7 min
HPLC profile in accordance with a
reference HPLC
Water content (K.F.) Ph.Eur. 2.5.12 <10 %
4. | Disintegration time Ph.Eur. 2.9.1 <15 min
5. | Uniformity of mass Ph.Eur. 2.9.5 Complies with Ph. Eur,
requirements
6. | Water-tightness of Methylene blue Must be water-tight
blisters In-house

OM Pharma SA
Rue du Bois-du-Lan 22 - 1217 Meyrin - Switzerland
Phone +4122 783 11 11
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PHARIMNA

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 1.23 mg/caps
from Ph. Eur. 2.5.33,
method 2)
In-house
8. | Microbiological purity
Total viable aerobic Ph. Eur. 2.6.12 <103 CFU/g <10 CFU/g
microbial count (TAMC)
Total yeast and moulds | Ph. Eur. 2.6.12 <102 CFU/g <10 CFU/g
count (TYMC)
Detection of specified Ph. Eur. 2.6.13 Absence of Escherichia coliin 19 complies

microorganisms in 1 g

Conclusion : The product is Approved

A. Batista
Name V.Beaudin Deputy Qualified Person
Position Quality Control Quality Assurance
Signature W / ﬁﬂ/—z{_’ M
S —
Date i ; 4
91 08, % 27 AOUT 202

OM Pharma SA
Rue du Bois-du-Lan 22 - 1217 Meyrin - Switzerland
Phone +41 22 783 11 11
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JIEP?KABHA CJIVIKBA 3 JIIKAPCBKHUX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTUKAMM Y KHIBCHKINA OBJIACTI

npos. Ceitnuanoi Haxii, 3, m.Kuis, 02099, ten/dpakc: (044) 363-06-50
E-mail: dls.ko@dls.gov.ua, Kox €IPTIOY 37078774

BUCHOBOK
PO SAKICTH BBE3€HOr0 B YKpAiHy JIiKapchKOro 3acody

19.11.2024 No 58943/24/10

BPOHXO-BAKCOM JITH

(HaliMeHyBaHHS TiKapChKOro 3aco0y 3riHO 3 PEECTPaUiiTHHM MOCBITYEHHSAM)
Kancyau no 3,5 mr no 10 kancya y 6aicrepi; mo 1 6aicrepi B kapTonHiii kopooui

(dopma BHIYCKY, A03YBaHHs, BHJ [IaKyBaHHs# JiKapcbkoro 3aco0y)
Howmep peectparifinoro nocsizuenns UA/18520/01/01 ctpok aii peectpaniiinoro nocsinuenns 16.01.2026
Cepis mikapcrkoro 3acoby Ne 2400495 KinskicTs BBeseHoro jikapeskoro 3acoby 4500

Bupo6uuk OM ®@apma CA, IlIeiinapis

(naiiMenyBanHs BHpOOHHKA J1IKapceKOTO 3ac00y, KpaiHa MOXOKEHHS)

BgeseHo B Ykpainy ToBapHuCTBO 3 00MEKEHOID pinnmosigaasnicTio "JIEJIBTA
MEJIIKEJI", inent. xox: 39448817

(naiimenysasHA Ta koa 3a €IPTIOY iopuauunoi ocobu abo npissuiie, imM's, no GatekoBi (iznuHOl
0c0GH - MiNpHEMLS, Ti Miclie TPOKHBAHHA Ta PeecTpalifilHii HomMep 001KOBOT KAPTKH ILIATHHKA
noaaTkie abo cepis Ta HOMep NacrnopTa)

Tporoko. Bisyaasnoro konrpoo sia 19.11.2024 Ne 3529/2.

3a pe3yNbTaTAMM JIEPKABHOTO KOHTPOJIO BCTAaHOBJIEHO, IO JIKAPCHKHMil 3aci6 BBeseHO B YKpaiHy 3
JAOTPHUMAHHAM BuMOr 3aKOHOJABCTBA 0/10 3abe3neyeHns AKOCTI JIikapChbKHX 3aco0iB.
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