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Cod formular Code formular AC-Psuplim-068 F3 edl

CERTIFICAT DE CONFORMITATE conrFORMITY CERTIFICATE

Nr No: 109
Produsul Product: RETINAROM, capsules 538 mg, No. 30
Seria Batch: 2514372

Cantitatea Quantity: 5026 boxes x 30 capsules
(5024 boxes + 2 boxes reference samples)

Data fabricatiei Date of manufacture: 08.2025 Data de expirare Expiry date : 08.2028

a fost testat in conformitate cu Specificatia produsului finit Nr :
AC-SPF-Retinosan (ua)

was tested according the Finished Product Specification No

si are Certificatul de analiza Nr/ data. : 4372/03.12.2025

and has Certificate of Analysis no/ date

Tara de destinatie Destination country: Ucraine

Certificat de notificare/ inregistrare in tara de destinatie Nr : 8/369
Certificate of notification / registration in the destination country No: 8/369

Certificam faptul ca informatiile din acest Certificat sunt adevirate si exacte.

Produsul la care se refera prezentul Certificat a fost fabricat (incluzand ambalarea si controlul calitatii)
In conformitate cu prevederile Ghidului privind bund practica de fabricatie pentru medicamente de uz
uman, versiune in vigoare, prevederile legale in vigoare si cu Certificatul de notificare/ inregistrare in
tara de destinatie .

Inregistrarile de procesare, ambalare si controlul calitdtii produsului au fost verificate si sunt conforme
cu prevederile Ghidului privind buna practica de fabricatie pentru medicamente de uz uman.

We hereby certify that the above information is authentic and accurate. This product has been manufactured, including
packaging and quality control in full compliance with the GMP requirements in force, the requirements of the local
Regulatory Authority and with the Certificate of notification / registration in the destination country.

The batch processing, packaging and analysis records of the product were reviewed and found to be in compliance with
GMP.

Observatii Note : ..........

Data emiterii /ssue date: 04.12.2025 Persoana responsabila
Numele, prenumele/ functia /- Haléu
MIHAI CRISTINA, Qualfe
Responsible person

Name/ position/. szgnature 9
o
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Koxn popmynsapy: AC-Psuplim-068 F3  edl
JEKJIAPAITLA BIAITOBIJITHOCTI
Ne: 109
IIponykt: Perinapom, kancyau nmo 538 mr, Ne 30
Cepis: 2514372

CeprudikoBana/BunymieHa Kiabkictb: 5026 ym. x 30 kancy.
(5024 yn. + 2 yn. KOHTPOJIbHI MTPOOH)

Hata BupoOHuursa: 08.2025 IIpunatauit no: 08.2028

TectyBaBcs y BimnosinHocTi 1o Crenmdikamii KiHIEBOTO MpoaykTy Ne:
AC-SPF-Retinosan (ua)

Ta mae Ceprudikar Axocti Ne / nata : 4372/03.12.2025

TIpusnauenuit s kpainy iMnoprepa:  YKPATHA

Peectpauiitauii ITporokon Ne: 8/369

ITuM miATBEPIKYIO, IO BCl BUPOOHUYI €TamM JaHOi cepii FOTOBOro mpenapary OyJiM BUKOHaHI B
noBHii BianosiaHoCTI 3 BUMoramMu GMP 3 €C (y pamkax €C) i BianosiaHo 1o Bumor PeectpauiiHOro
nocsiqueHHs/PeecTpaliiHuX nocBixdeHb ad0 y BiAMOBIAHOCTI 10 crienmdikaiii kpaiHw/Kpain

NPU3HAYEHHS.

TIPS . s o 5 e

Ksanidikosana Ocoba: MIXAUW KPUCTUHA
ITigmuc

Hara Bunycky: 04.12.2025
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Certificate of analysis for finished product no. 4372
Cepmudpixam axocmi Kinuegozo npodykmy Ne 4372

Document code/Koo doxymenmy:
CC-PelibCA-1431 F1 ed.1rev.0

Product IIpooyrkm

Retinarom, capsules 538 mg, No .30
Peminapom, kancyau no 538 me, Xo30

Manufacturing batch Cepin

2514372

Manufacturing date 08.2025
Mama eupodonuumea
Expiry date 08.2028

ITpudammuuii oo

Ne. Testin
Characteristics Acceptance limits proce dugre
Xapaxkmepucmuxu Honycmumi mesnci Pesynsmanmu
1 Gelatin capsules, size no. 0, brown .
L opac cap and body Complies
gsiccrlptlon of the capsule Kenamunosi kancyau, posmip Ne0, 3 Bionosioae
KOPUYHEBUM KOPHYCOM I KPUUIEYKOIO
2 Homogenous red-brown powder with Complies
Appearance of the capsule content white particles Bionogioae
Onuc eamicmy kancynu Oomnopionuii yepeoHo-KopuyHesuii
HOPOUIOK 3 GLAUMU YACTNUHKAMU
ol e 442 £7.5% 442,7
epeons maca, M
4 Disaggregation, minutes Maxim 30 438
Po3nao, xeununu He oinvuie 30 '
5 Total aerobic microbial count M 107 <10°
(TAMC), cfu/g poes 4
3 e He oinvue 10
azanbHa KilbKicmb JHCUBUX
aepodnux mixpoopaauizsie, KYO/2
6 Total combined yeasts/ moulds Maxim 102
count (TYMC), cfu/g ~ 2 <10
o . 5 He 6u1pme 10
3azanvua KinbKicms OpidcON’CI8 1
naicHesux 2pubie, KYO/2
7 Bile-tolerant gram-negative . 2
bacteria, cfu/g HM,a.x‘m 101 0 <10
I parinecamueni 6axmepit, Ao
moaepanmui 0o xncosui, KVO/2
8 Staphylococcus aureus/g Absent Absent
Staphylococcus aureus/12 Biocymmue Biocymmue
9 Escherichia coli/g Absent Absent
Escherichia coli/l2 Biocymmue Biocymmue
10 Salmonella sp./25 g B%Eii?}ie Absent
Salmonella sp./25 2 . Biocymmue
Finished product complies to specification requirements
Kinyesuit npooykm 8i0noeioac eurio2am cneyudikayii.
Quality Control Director 03.12.2025

Jupexmop Konmposio Axkocmi
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Cod formular Code formular AC-Psuplim-068 _ F3_edl

CERTIFICAT DE CONFORMITATE CcoNFORMITY CERTIFICATE

Nr no: 110
Produsul product: RETINAROM, capsules 538 mg, No. 30
Seria Batch : 2603651

Cantitatea Quantity: 9377 boxes x 30 capsules
(9373 boxes + 4 boxes reference samples)

Data fabricatiei Date of manufacture: 03.2026 Data de expirare Expiry date : 03.2029

a fost testat in conformitate cu Specificatia produsului finit Nr :
AC-SPF-Retinosan (ua)

was tested according the Finished Product Specification No

si are Certificatul de analizd N1/ data. : 3651/15.03.2026

and has Certificate of Analysis no/ date

Tara de destinatie Destination country: Ueraine

Certificat de notificare/ inregistrare in tara de destinatie Nr : 8/369
Certificate of notification / registration in the destination country No: 8/369

Certificam faptul ca informatiile din acest Certificat sunt adevirate si exacte.

Produsul la care se refera prezentul Certificat a fost fabricat (incluzand ambalarea si controlul calitatii)
in conformitate cu prevederile Ghidului privind buna practicd de fabricatie pentru medicamente de uz
uman, versiune in vigoare, prevederile legale in vigoare si cu Certificatul de notificare/ inregistrare in
tara de destinatie .

Inregistrérile de procesare, ambalare si controlul calitatii produsului au fost verificate si sunt conforme
cu prevederile Ghidului privind buna practica de fabricatie pentru medicamente de uz uman.

We hereby certify that the above information is authentic and accurate. This product has been manufactured, including
packaging and quality control in full compliance with the GMP requirements in force, the requirements of the local
Regulatory Authority and with the Certificate of notification / registration in the destination country.

The batch processing, packaging and analysis records of the product were reviewed and found to be in compliance with
GMP.

Observatii Note : ..........

Data emiterii /ssue date : 16.03.2026 Persoana responsabila
umele, prenumele/ functia / semnatura
MIHAI CRISTINA, Qualified Person

Responsible person
Name/ position/ signature

143998464
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Kox popmymsipy: AC-Psuplim-068  F3  edl

JEKJIAPAIA BIAIIOBIJIHOCTI

No: 110
[Iponykt: Perinapom, kancysu mo 538 mr, Ne 30
Cepist: 2603651

CeprudixoBana/Bumymena Kinbkicts: 9377 ym. x 30 kancya
(9373 yn. + 4 yn. KOHTPOJIBbHI TPOOH)

Jata BupoOHunTsa: 03.2026 IIpunaruuit no: 03.2029

TectypaBcs y BiamoBinHocTi 10 Crermdikanii KiHmeBoro mpoaykry Ne:
AC-SPF-Retinosan (ua)

Ta mae Ceptudikat Axocti No / nata : 3651/15.03.2026

[Ipusnauenuit a1s kpainu immoprepa: YKPATHA

Peectpaniiinuit [Tpotokon Ne: 8/369

[{uM miATBEpAXKYIO, 110 BCi BUPOOHUYI €TaIU TaHOI Cepii TOTOBOTO Mpemnapary OyjiM BUKOHaHI B
noBHil BiamosizHocTi 3 BuMoramu GMP 3 €C (y pamkax €C) i BiamosiaHo 10 Bumor PeecTpamiiiHoro
nocsindeHHs/PeecTpalifHux mocBiqueHs abo y BiAMOBIAHOCTI /10 crienubikarii Kpainu/Kpaid

IMPpU3HAYCHHS.

1120717

Ksamigixoana Ocoba: MIXAW KPYICTUHA
ITigmuc >

Jara Bumycky: 16.03.2026

14399646 <
Roman\E
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S.C. Rompharm Company S.R.L. - Romania, lifov, 75100 Otopeni, Str. Eroilor, Nr. 1A.
CUI: RO 14399646, RC: J23/1321/2004

Certificate of analysis for finished product no. 3651
Cepmucdpikam axocmi Kinueeozo npooyxkmy Ne 3651

Document code/Koo doxymenmy:
CC-PelibCA-1431_F1 ed.1rev.0

Retinarom, capsules 538 mg, No .30
Froduet Hpaaynm Peminapom, kancyau no 538 me, Ne30
Manufacturing batch Cepia 2603651
Manufacturing date 03.2026
Jama supoonuumea
Expiry date 03.2029
Ilpuoammnuii 0o
No. : Testin
Characteristics Acceptance limits g
Xapaxkmepucmuxu Honycmumi mesnci progedirg
Pesynomamu
1 Gelatin capsules, size no. 0, brown
—r opac cap and body Complies
g}e?inp tion of the capsule Kenamunosi kancynu, posmip Nel, 3 Bionogioae
KOPUYHEBUM KOPNYCOM | KPUULEYKOIO
2 Homogenous rpd-broyvn powder with Complies
Appearance of the capsule content white particles Bionosioae
Onuc emicmy kancynu Oo0HopiOHUIl Yep8oHO-KOpUUHEeBUL
NOPOULOK 3 OINUMU YACMUHKAMU
3 Average mass, mg 4472 + 7.5% 442 7
Cepeons maca, me s .
- Disaggregation, minutes Maxim 30 49
Posnao, xeununu He binvue 30 )
5 Total aerobic microbial count Maxiin 104 <10°
(TAMC), cfu/g He 6invwe 107
3aeanvHa KinbKicme Jcuux ’
aepobrux mikpoopeanizmie, KYO/2
6 Total combined yeasts/ moulds . 2
count (TYMC), cfu/g Hyéali?lg?n 2301 02 <10
3acanvra xinvkicms Opiocoicie i
nnicHesux epubis, KYO/e
7 Bile-tolerant gram-negative : 2
bacteria, cfu/g HMg'le 101 0 <10
I pamnezamusni 6axmepii, e
monepaumui 00 dicosui, KVO/2
8 Staphylococcus aureus/g Absent Absent
Staphylococcus aureus/12 Biocymmue Biocymmue
9 Escherichia coli/g Absent Absent
Escherichia coli/lz Biocymmne Biocymmne
ko Salmonella sp./25 g B;%ES;?;e Absent
Salmonella sp./25 2 i Biocymne
Finished product complies to specification requirements
Kinyesuii npodyxm eionogioae sumozam cneyugixayii.
Quality Control Director Logofatu Raluca 15.03.2026
JHupexkmop Konmponio Axocmi Jlorodety Pamyka s
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