CeptndikaT axocti cepil nikapebnkoro 3acoly
Batch Certificate for a medicinal product

HaliMeBYEAENE OpOAYROIT

EMOTOH, Ta6aeTkn, sputi naigkosow oforonxolo, no 100 Mr No 30 (10x3) y Smicrepax

Podurt Ny B KapToHHIH mauni
EMOTON, film-oated tablets of 100 mg No. 30 (10x3} in blisters in a carton box
AxTHBHEH InTpenicnT: Ceprpasiny rinpoxmopux 100 mg
Active ingredient Sertraline hydrochloride 100 mg
Homep peceTpamitinore nocsiauenns UVAM5643/01/02
Marketing anthorization number
Homep eepil CA0127B Jata sEpobaRUTDA: 1142024
Batch number Date of manufacture
Poamip cepil 14378 yoaxopok JaTa 3axiHaeHAs ¢TPORY NPHAATHOCT: 11/2027
Batch size boxes - Expiry date
Kpalaa-pupobuni TopTyranis
Country manufacturer Portugal

HatiMeHYBARES, MECOEPOITAMIYBAHHA JiILHHNI N0 BHPOGHANTEY T4
KoNTpoND axocTi / Name, address of a site and a quality control site

ATnantie Gapma — Mpoaycoerm Bapmaceyrivam, C.A., yi. Tanaga I'panac, 2,
AGpyneiipa, CinTpa, 2710-228, ITopTyTaaia
Atlantic Pharma — ProdugGes Farmacéuticas, S.A., Rua da Tapada Grande, no 2,

Abrughgira, Sintra, 2710-228, Partugal
Homep nimenail F036/001/2024 pix 03.04.2024| Ceprrdivar sinnosinmori GMP F036/51/MH/DD1/2024 po 28.09.2026
| Authorization number of Centificate of GMP Compliance till
PesyanraTe anarsis y sianosinnoeri ao saTeepeanx MeToaip KoHTpomo axoeTi
Results of analyses acconding 1o the approved Methods of quality control
No. Moxasznnr Bamorn MEKA Pesy/IbTATH
Tests Reguirements of MOC Results
1. |Onmc Binl, xpyrni, Buoyni TAGICTER 3 pRCKCID Bianopinae
Appearance White, round, convex, scored tablets Corresponds
2. |ImenTniixanla: IMosuTREHAN Bianosigae
Ceprpanidy riapoxnopHa Positive Corresponds
Senraline chloride
3. |Inewvadixanin Gapsosxis: HosurusHai Biamoninae
THTREY Ti0KeHA Positive Corresponds
Colouring agents
Tiranium Dioxide
4. |OaAROpiEBICTL MACH IIpu BHITYCKY:
Uniformity of mass At the time of release:
18/20 = AM % 5% 20
20/20 c AM £ 10% 20
5, |OnsopixsicTs BmicTy Ilpx BHNyCKY:
TUniformity of content At the time of release:
910 100 £ 15% 10
10/10 100 = 25% 10
6. |Cyoymigomimxn Homimxa D -+ Nomimxa C < 0,8% 0,25%
Related substances Tmpurity D + Intpurity C < 0,8%
Hecnenagivai nomimxs < 0,20% nd.
Unspecified Impurities (MI) < 0.20%
Cyma gomionok < 1,0% 0,25%
Total impurities < 1.0%
7. |(Pozmajanua IIpu BHOYCKY:
Disintegration At the time of release: MHH
<518 3 min
min
8. |PosusHennx Q = §0%, 30 xB. 101 %
Dissolution min
9. |CrilixicTs TADIETOR X0 =12 Kgf 16 Kgaf
pa3IaBJIIOBARAR
Resistance to crughing of tablets
10. |EmawrioMepHA YHCTOTA IpoTareM TepMiny 2Gepiranns < 1,5% _— —
At storage m SN
11. [Poaxinmne Tabretor 29/30 « MM + 15% / e BHo cePEH HE NPOBOARNOLE
Divisibility 30/30 = MM + 25% a4 Noteonducted for this batch
12. |MikpoSionoriuaa uncrora/Microbiological Quality v e N
3aTpapHA  KARKICTH  acpolamx < WP KYO/Ir n LU RITEE B I <20 K¥0/ir
mixpoopranizmis (TAMC) <10’ CFU/g ;:‘ TR CFU/g
Total serobic microbial count L1 l:: "i M ::
Zaranena kiTsKicTs SplKIROBAX T2 < 10 KYO/r ‘;’ " 2 <20 KYOIr
niiceneenx rpabis (TYMC) < 10? CFU/g ﬂ‘o pe 3 CFuU/g
Total veasts and molds ‘J
E.coli Bincyrniete 1T \‘\, \ BigeyTmiti
Absenceiin 1 gofthedrg Ny 2> 0 1 8 ) L Abgent
13. |Kinnxiche saanauenan/Assay IIpm BHnycKY/at release Tporsrom Tepmi i pﬁl‘;ﬁ TR LY \/,
/at storage —_—
Ceprpansna 110 95,0% — 1050 % 95.0% — 1050 % 96.5%
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Sertraline hydrochloride
14. |IlakysaHus Bignosinpe MK3 Bixnosigac
. Packagitig According to the MQC Corresponds
15. |Mapkysanus Bianepinuo MKHA Bianosizac
Labeling Acconding to the MOQC Cotresponds
Komearapi: 36epiraTd npa TeMnepaTypi He sume 30°C,
Comments do not store at above 30°C.

IluM 5 38cRizYyN, mo HaBenena BHOLE iBgopManis € gocromipuolo i Toamow. [lana cepln mpoxyknfl Gy/m eHpoB/iens, BKNOYAIOYE DAKYBABHA i
MADKYBAHHS, i ODPORCACHO KOHTHGAE axocTl HA BHINC3asHavehill HinbHuui B wopnil sigmosinmocti 3 BEMOramME GMP, sxi scvanoBIeH] MicnepEM
PETYJIATOPHEM OPrIHOM, & TAKOXK ¥ BianonlawocTi 3i coenpdixauiaMa, Sxi 38aX0A8TEHCH B peecTpayitinomy aocke. IIpoTokons nupoSHANTES, DAKYBAHBS
73 anaise GyH neperagnyTi i BeTARONIEHD BinmopignieTs. GMP.

1 hereby certify that the above information is authentic and accurate, This batch of product has been manufactured, including packaging and labeling, and quality
control at the above mentioned site in full compliance with the GMP requirements of the local Regulatory Authority and with the specifications in the registration
dossier, The batch processing, packaging and analysis records were reviewed and found to be in compliance with GMP.

Zaxniovenna: Janu#l opogyxr rignoeizae yeim kpwTepiaM axocti.
Conclusion This product comesponds to all Quality criteria
¥nornoeR&ean ocofa A Sofp AT i rebry—ecf Jara mipnmeanna 2 U0k 202
Qualified Person (npiaeemus, in’s/full name) (mimmee/signature) Date of signature
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AP ATLANTIC PHARMA, SA.

X
Cepruixat sxocti cepil nixapesikoro 3acoby
Batch Certificate for a medicinal product
“F ""’l'y"“" npoxyxull EMOTOH, Ta6aeTxn, BRpHT! 1LiiBkoBolo 06on10RK010, o 100 mr Ne 30 (10x3) y Gaicrepax
Name B KapToHni#l navuni
EMOTON, film-coated tablets of 100 mg No. 30 (10x3) in blisters in a carton box
Ceprpaniny riapoxnopnn 100 mg
Sertraline hydrochloride 100 mg
UA/15643/0102
DB0239B aTa BHpOGHHITBA: |0|/2026
Date of manufacture
11990 ynaxosox JaTa 3axiguennn crpoxy npuasTHocTL: ]0 12029
boxes Expiry date
Dopryranis
HallmeHyRINRS, MecHCPOITAINYBSERS SALNED] 00 BEPOOHETTBY Ta  |AT/amTiK Papua ~ Ilpoxycoem Dapuaceyrikam, C.A., yn. Tanaxa 'panae, 2,
xouTpomo sxocri / Name, address of a site and a quality contro) site AGpyneitpa, Ciutpa, 2710-228, [lepryrania
Atlantic Pharma - Produg3cs Farmacéuticas, S.A., Rua da Tapeda Grande, no 2,
Abrunheira, Sintra, 2710-228, Portugal
Iﬂomp sinemsll F036/001/2024 min 03.04.2024| Ceprudixar sianosinsori GMP F036/S1/MHN01/2024 a0 28.09.2026
Authorization number of Certificate of GMP Compliance till

PesyasTaTH anaisis y sianesianocti 20 3aTBepxeHEx MeTois KoMTPOAI0 SKOCT
Results of analyses according to the approved Methods of quality control

No. Moexammx Bumoru MKA Peayasmam
Tests Requirements of MQC Results
1. |O=mme Blai, xpyrad, sunyi TaGneT 3 paexoso Binnosinae
Appearance _ White, round, convesx, scored tablets Comesponds
2. |lnerrmdixanin: MozuTuaunf Bianosinac
CepTpaniHy rifpoxnopua Positive Corresponds
Sertraline h loride
3. [InexTmdixanis Gapennxis: TosuTusunit Bianosinse
Turany gloxens Positive Corresponds
Colouring agents
Titanium Dioxide
4. |OnmopimmicTs Mace IIpn pEOyCKY:
Uniformity of mass At the time of release:
18/20 cAM £ 5% 20
20/20 c AM £ 10% 20
S. |Oasepianicrs BuicTy Ilpu BEMYCKY:
Uniformity of content At the time of release;
9/10c 100 £ 15% 10
10/10 c 100 & 25% 10
6. |Cymyrni nomimin Jominxs D + Jominxa C<0,8% 0,45%
Related substances Impurity D + Impurity C < 0,8%
Hecnenndiunl pomimkn < 0,20% <0,02%
Unsperified Impurties (M) < 00%
Cyms nomimok < 10% 0,45%
_Total impurities < 1,0%
7. |Poanananns IIpn panycxy:
Disintegmation At the time of release: 2 Mun
<S5im 2 min
min
8. |PorusneHnn Q= 80%, 30 xn.
Dissolution min
9. |Crilixics TaGneTox a0 >12Kgf
PA3AABIIOBABRAN
Resistance to crushing of tablets
10. |Enawriomepua SRCTOTR Tperarem Tepminy yepiranns < 1,5% —
Atsorage
11. [Poantamas TabaeTox 2930 c MM & 15% Jins xsuBell cCpRN ME NPOBRORRIOCD
Divisibility 30730 c MM £ 25% Not conducted for thls batch
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12 [MixpeSionorinma Jucrora/Microbiological Quality
Jaraabna  ximkienn g
ixpeopraaliuia (TAMC) podunx <1KYO/r <20 KYOrr
Total acrobic microbial count <10°crug CFUg
Jaransaa xinbxders apbmey
nacencomy rputin (TYMC) | <10 Kvorr <20 Kyorr
Total yeasts and molds < 10'cru CFus
E.coll =
Blacyruicrs 8 1 r npenapary Blacyrwik
Absence in 1 g of the drug Absent
3. (Klubxicne snsasyenns/Assay Tipw mamryexy/at release Tporarem Tepuiny s6¢plranns
/at storage
Cem}nlhn TWApoxopuA 95,0% - 1050 % 95,0% - 1050 % 9740%
14, |Haxysanns Blanenixmo MKA Biasoniasc
According to the My Corespoods
15. |Mapxymanng Blanosixso Mlmoc Bh""m!c!
Labeling _ Acconding to the MOC
Komenrmapi: 3GepiraTa upx Temnepatypi ne Rume 30°C.
Comments

do not store at above 30°C.

xysanns |
Tinu = 3acaixvyn, me maseaema sume ndopmanis ¢ aecronipmom | Townow. Jams cepls npomyunll Gynn mapolinens, BITOSANSR RA
MapKyEANRS, | DPOBCACNS KOHTPOIL axocTi HA Bumesssnauesill glvsmul b monalll siznosianeeti 3 sumoraun GMP, .:mommuﬁ:':
PEIYANTOPNEM opramom, s Taxox y wlanoaiamocr si cnewndixamisam, axi snaxoasTaes B peccpanisinomy aoese NpoToko.um BAP y

Ta anaihis Gyan nepernamyti | scTanosneno sianopiamicrs GMP. " . . P
|h=wyeuﬁtym:heminfoumﬁmhmmwmmummmmﬁyﬁxmﬁmm
mlnmmmmmmmmmucmwofmmmm% specifications
douiu.ﬂchtehpwmhgpchgingmdmlyﬁ:m&mmﬁwedaﬁfomd&kmmbmmﬁG .

Sakmowenns: Jlaunit mpoxyxt sianeninae yein l.lll‘l'l?il.)( gxocti.
Conclusion This product corresponds to all Quality criteria

fdobhef 226[03[16

YIIOIIIO'BIIHII ocola prr——
Jiera ninmcam/ Dato of signature

Qualified Person
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AD ATLANTIC PHARMA, SA

Cepruixat sxocti cepil nixapesikoro 3acoby
Batch Certificate for a medicinal product

“F ""’:ﬁ:l:“ npoxysulr EMOTOH, TabneTxn, BXpHTI niixoBoio 06010HK010, N0 100 mr Ne 30 (10x3) y Gaicrepax

B KapToHni#l navuni

EMOTON, film-coated tablets of 100 mg No. 30 (10x3) in blisters in a carton box
Ceprpaniny riapoxnopnn 100 mg

Sertraline hydrochloride 100 mg

UA/15643/01/02

DB0239B aTa BHpOGHHITBA: |0|/2026

Date of manufacture

11990 ynaxosox JaTa 3axiguennn crpoxy npuasTHocTL: ]0 12029
boxes Expiry date

Dopryranis

Portugal
HallmeHyRINRS, MecHCPOITAINYBSERS SALNED] 00 BEPOOHETTBY Ta  |AT/amTiK Papua ~ Ilpoxycoem Dapuaceyrikam, C.A., yn. Tanaxa 'panae, 2,
xouTpomo sxocri / Name, address of a site and a quality contro) site AGpyneitpa, Ciutpa, 2710-228, [lepryrania
Atlantic Pharma - Produg3cs Farmacéuticas, S.A., Rua da Tapeda Grande, no 2,

A ira, Sintra, 2710-228 |

Iﬂomp sinemsll F036/001/2024 min 03.04.2024| Ceprudixar sianosinsori GMP F036/S1/MHN01/2024 a0 28.09.2026
Authorizstion number of Certificate of GMP Compliance till

PesyasTaTH anaisis y sianesianocti 20 3aTBepxeHEx MeTois KoMTPOAI0 SKOCT
Results of analyses according to the approved Methods of quality control

No. Moexammx Bumoru MKA Peayasmam
Tests Requirements of MQC Results
1. |O=mme Blai, xpyrad, sunyi TaGneT 3 paexoso Binnosinae
Appearance _ White, round, convesx, scored tablets Comesponds
2. |lnerrmdixanin: MozuTuaunf Bianosinac
CepTpaniHy rifpoxnopua Positive Corresponds
Sertraline h loride
3. [InexTmdixanis Gapennxis: TosuTusunit Bianosinse
Turany gloxens Positive Corresponds
Colouring agents
Titanium Dioxide
4. |OnmopimmicTs Mace IIpn pEOyCKY:
Uniformity of mass At the time of release:
18/20 cAM £ 5% 20
20/20 c AM £ 10% 20
S. |Oasepianicrs BuicTy Ilpu BEMYCKY:
Uniformity of content At the time of release;
9/10c 100 £ 15% 10
10/10 c 100 & 25% 10
6. |Cymyrni nomimin Jominxs D + Jominxa C<0,8% 0,45%
Related substances Impurity D + Impurity C < 0,8%
Hecnenndiunl pomimkn < 0,20% <0,02%
Unsperified Impurties (M) < 00%
Cyms nomimok < 10% 0,45%
_Total impurities < 1,0%
7. |Poanananns IIpn panycxy:
Disintegmation At the time of release: 2 Mun
<S5im 2 min
min
8. |PorusneHnn Q= 80%, 30 xn. 97 %
Dissolution min
9. |Crilixics TaGneTox a0 >12Kgf
PA3AABIIOBABRAN
Resistance to crushing of tablets
10. |Enawriomepua SRCTOTR Tperarem Tepminy yepiranns < 1,5%
Atsorage
11. [Poantamas TabaeTox 2930 c MM & 15% Jins xsuBell cCpRN ME NPOBRORRIOCD
Divisibility 30730 c MM £ 25% Not conducted for thls batch

pege.1/2

Motref

¢ e i e




12 [MixpeSionorinma Jucrora/Microbiological Quality
Jaraabna  ximkienn g
ixpeopraaliuia (TAMC) podunx <1KYO/r <20 KYOrr
Total acrobic microbial count <10°crug CFUg
Jaransaa xinbxders apbmey
nacencomy rputin (TYMC) | <10 Kvorr <20 Kyorr
Total yeasts and molds < 10'cru CFus
E.coll =
Blacyruicrs 8 1 r npenapary Blacyrwik
Absence in 1 g of the drug Absent
3. (Klubxicne snsasyenns/Assay Tipw mamryexy/at release Tporarem Tepuiny s6¢plranns
/at storage
Cem}nlhn TWApoxopuA 95,0% - 1050 % 95,0% - 1050 % 9740%
14, |Haxysanns Blanenixmo MKA Biasoniasc
According to the My Corespoods
15. |Mapxymanng Blanosixso Mlmoc Bh""m!c!
Labeling _ Acconding to the MOC
Komenrmapi: 3GepiraTa upx Temnepatypi ne Rume 30°C.
Comments

do not store at above 30°C.

xysanns |
Tinu = 3acaixvyn, me maseaema sume ndopmanis ¢ aecronipmom | Townow. Jams cepls npomyunll Gynn mapolinens, BITOSANSR RA
MapKyEANRS, | DPOBCACNS KOHTPOIL axocTi HA Bumesssnauesill glvsmul b monalll siznosianeeti 3 sumoraun GMP, .:mommuﬁ:':
PEIYANTOPNEM opramom, s Taxox y wlanoaiamocr si cnewndixamisam, axi snaxoasTaes B peccpanisinomy aoese NpoToko.um BAP y

Ta anaihis Gyan nepernamyti | scTanosneno sianopiamicrs GMP. " . . P
|h=wyeuﬁtym:heminfoumﬁmhmmwmmummmmﬁyﬁxmﬁmm
mlnmmmmmmmmmucmwofmmmm% specifications
douiu.ﬂchtehpwmhgpchgingmdmlyﬁ:m&mmﬁwedaﬁfomd&kmmbmmﬁG .

Sakmowenns: Jlaunit mpoxyxt sianeninae yein l.lll‘l'l?il.)( gxocti.
Conclusion This product corresponds to all Quality criteria

fdobhef 226[03[16

YIIOIIIO'BIIHII ocola prr——
Jiera ninmcam/ Dato of signature

Qualified Person
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AD ATLANTIC PHARMA, SA

Cepruixat sxocti cepil nixapesikoro 3acoby
Batch Certificate for a medicinal product

Haluenysanux npoaysull EMOTOH, TabneTxn, BXpHTI niixoBoio 06010HK010, N0 100 mr Ne 30 (10x3) y Gaicrepax

Product Name
B KapToHni#l navuni
EMOTON, film-coated tablets of 100 mg No. 30 (10x3) in blisters in a carton box
Amn-l lnrpuuurr Ceprpaniny riapoxnopnn 100 mg
Sertraline hydrochloride 100 mg
UA/156430102

DB0239B aTa BHpOGHHITBA: |0|/2026

Date of manufacture

11990 ynaxosox JaTa 3axiguennn crpoxy npuasTHocTL: ]0 12029
boxes Expiry date

Dopryranis

Portugal
HallMcHyRaRRES, MeCHCPEITAINYBSHRS ALNLNRL] 00 BHPOGHENTBY T  |ATnaBTix ®apma — Ilpoaycoem Oapmaceyrikam, C.A., yi. Tanaza lpanae, 2,

xouTpomo sxocri / Name, address of a site and a quality contro) site AGpyneitpa, Ciutpa, 2710-228, [lepryrania
Atlantic Pharma - Produg3cs Farmacéuticas, S.A., Rua da Tapeda Grande, no 2,

Abrunheira, Sintra, 2710-228, Portugal

Iﬂomp sinemsll F036/001/2024 min 03.04.2024| Ceprudixar sianosinsori GMP F036/S1/MHN01/2024 a0 28.09.2026
Authorizstion number of Certificate of GMP Compliance till

PesyasTaTH anaisis y sianesianocti 20 3aTBepxeHEx MeTois KoMTPOAI0 SKOCT
Results of analyses according to the approved Methods of quality control

No. Moexammx Illmorn MKA Peayasmam
Tests of MQC Results
1. |O=mme Blai, xpyrad, sunyi TaGneT 3 paexoso Binnoainae
Appearance _ White, round, convesx, scored tablets Comesponds
2. |lnerrmdixanin: MozuTuaunf Bianosinac
CepTpaniHy rifpoxnopua Positive Corresponds
Sertraline h loride
3. [InexTmdixanis Gapennxis: TosuTusunit Bianosinse
Turany gloxens Positive Corresponds
Colouring agents
Titanium Dioxide
4. |OnmopimmicTs Mace IIpn pEOyCKY:
Uniformity of mass At the time of release:
18/20 cAM £ 5% 20
20/20 c AM £ 10% 20
S. |Oasepianicrs BuicTy Ilpu BEMYCKY:
Uniformity of content At the time of release;
9/10c 100 £ 15% 10
10/10 c 100 & 25% 10
6. |Cymyrni nomimin Jominxs D + Jominxa C<0,8% 0,45%
Related substances Impurity D + Impurity C < 0,8%
Hecnenndiunl pomimkn < 0,20% <0,02%
Unsperified Impurties (M) < 00%
Cyms nomimok < 10% 0,45%
_Total impurities < 1,0%
7. |Poanananns IIpn panycxy:
Disintegmation At the time of release: 2 Mun
<S5im 2 min
min
8. |PorusneHnn Q= 80%, 30 xn. 97 %
Dissolution min
9. |Crilixics TaGneTox a0 >12Kgf
PA3AABIIOBABRAN
Resistance to crushing of tablets
10. |Enawriomepua SRCTOTR Tperarem Tepminy yepiranns < 1,5%
Atsorage
11. [Poantamas TabaeTox 2930 c MM & 15% Jns s
Divisibility 30730 c MM £ 25% Not conducled for thls batch
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12 [MixpeSionorinma Jucrora/Microbiological Quality
Jaraabna  ximkienn g
ixpeopraaliuia (TAMC) podunx <1KYO/r <20 KYOrr
Total acrobic microbial count <10°crug CFUg
Jaransaa xinbxders apbmey
nacencomy rputin (TYMC) | <10 Kvorr <20 Kyorr
Total yeasts and molds < 10'cru CFus
E.coll =
Blacyruicrs 8 1 r npenapary Blacyrwik
Absence in 1 g of the drug Absent
3. (Klubxicne snsasyenns/Assay Tipw mamryexy/at release Tporarem Tepuiny s6¢plranns
/at storage
Cem}nlhn TWApoxopuA 95,0% - 1050 % 95,0% - 1050 % 9740%
14, |Haxysanns Blanenixmo MKA Biasoniasc
According to the My Corespoods
15. |Mapxymanng Blanosixso Mlmoc Bh""m!c!
Labeling _ Acconding to the MOC
Komenrmapi: 3GepiraTa upx Temnepatypi ne Rume 30°C.
Comments

do not store at above 30°C.

xysanns |
Tinu = 3acaixvyn, me maseaema sume ndopmanis ¢ aecronipmom | Townow. Jams cepls npomyunll Gynn mapolinens, BITOSANSR RA
MapKyEANRS, | DPOBCACNS KOHTPOIL axocTi HA Bumesssnauesill glvsmul b monalll siznosianeeti 3 sumoraun GMP, .:mommuﬁ:':
PEIYANTOPNEM opramom, s Taxox y wlanoaiamocr si cnewndixamisam, axi snaxoasTaes B peccpanisinomy aoese NpoToko.um BAP y

Ta anaihis Gyan nepernamyti | scTanosneno sianopiamicrs GMP. " . . P
|h=wyeuﬁtym:heminfoumﬁmhmmwmmummmmﬁyﬁxmﬁmm
mlnmmmmmmmmmucmwofmmmm% specifications
douiu.ﬂchtehpwmhgpchgingmdmlyﬁ:m&mmﬁwedaﬁfomd&kmmbmmﬁG .

Sakmowenns: Jlaunit mpoxyxt sianeninae yein l.lll‘l'l?il.)( gxocti.
Conclusion This product corresponds to all Quality criteria

fdobhef 226[03[16

YIIOIIIO'BIIHII ocola prr——
Jiera ninmcam/ Dato of signature

Qualified Person
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AD ATLANTIC PHARMA, SA

Cepruixat sxocti cepil nixapesikoro 3acoby
Batch Certificate for a medicinal product

“F ""’:ﬁ:l:“ npoxysulr EMOTOH, TabneTxn, BXpHTI niixoBoio 06010HK010, N0 100 mr Ne 30 (10x3) y Gaicrepax

B KapToHni#l navuni

EMOTON, film-coated tablets of 100 mg No. 30 (10x3) in blisters in a carton box
Ceprpaniny riapoxnopnn 100 mg

Sertraline hydrochloride 100 mg

UA/15643/01/02

DB0239B aTa BHpOGHHITBA: |0|/2026

Date of manufacture

11990 ynaxosox JaTa 3axiguennn crpoxy npuasTHocTL: ]0 12029
boxes Expiry date

Dopryranis

Portugal
HallmeHyRINRS, MecHCPOITAINYBSERS SALNED] 00 BEPOOHETTBY Ta  |AT/amTiK Papua ~ Ilpoxycoem Dapuaceyrikam, C.A., yn. Tanaxa 'panae, 2,
xouTpomo sxocri / Name, address of a site and a quality contro) site AGpyneitpa, Ciutpa, 2710-228, [lepryrania
Atlantic Pharma - Produg3cs Farmacéuticas, S.A., Rua da Tapeda Grande, no 2,

A ira, Sintra, 2710-228 |

Iﬂomp sinemsll F036/001/2024 min 03.04.2024| Ceprudixar sianosinsori GMP F036/S1/MHN01/2024 a0 28.09.2026
Authorizstion number of Certificate of GMP Compliance till

PesyasTaTH anaisis y sianesianocti 20 3aTBepxeHEx MeTois KoMTPOAI0 SKOCT
Results of analyses according to the approved Methods of quality control

No. Moexammx Bumoru MKA Peayasmam
Tests Requirements of MQC Results
1. |O=mme Blai, xpyrad, sunyi TaGneT 3 paexoso Binnosinae
Appearance _ White, round, convesx, scored tablets Comesponds
2. |lnerrmdixanin: MozuTuaunf Bianosinac
CepTpaniHy rifpoxnopua Positive Corresponds
Sertraline h loride
3. [InexTmdixanis Gapennxis: TosuTusunit Bianosinse
Turany gloxens Positive Corresponds
Colouring agents
Titanium Dioxide
4. |OnmopimmicTs Mace IIpn pEOyCKY:
Uniformity of mass At the time of release:
18/20 cAM £ 5% 20
20/20 c AM £ 10% 20
S. |Oasepianicrs BuicTy Ilpu BEMYCKY:
Uniformity of content At the time of release;
9/10c 100 £ 15% 10
10/10 c 100 & 25% 10
6. |Cymyrni nomimin Jominxs D + Jominxa C<0,8% 0,45%
Related substances Impurity D + Impurity C < 0,8%
Hecnenndiunl pomimkn < 0,20% <0,02%
Unsperified Impurties (M) < 00%
Cyms nomimok < 10% 0,45%
_Total impurities < 1,0%
7. |Poanananns IIpn panycxy:
Disintegmation At the time of release: 2 Mun
<S5im 2 min
min
8. |PorusneHnn Q= 80%, 30 xn. 97 %
Dissolution min
9. |Crilixics TaGneTox a0 >12Kgf
PA3AABIIOBABRAN
Resistance to crushing of tablets
10. |Enawriomepua SRCTOTR Tperarem Tepminy yepiranns < 1,5%
Atsorage
11. [Poantamas TabaeTox 2930 c MM & 15% Jins xsuBell cCpRN ME NPOBRORRIOCD
Divisibility 30730 c MM £ 25% Not conducted for thls batch
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Motref
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12 [MixpeSionorinma Jucrora/Microbiological Quality
Jaraabna  ximkienn g
ixpeopraaliuia (TAMC) podunx <1KYO/r <20 KYOrr
Total acrobic microbial count <10°crug CFUg
Jaransaa xinbxders apbmey
nacencomy rputin (TYMC) | <10 Kvorr <20 Kyorr
Total yeasts and molds < 10'cru CFus
E.coll =
Blacyruicrs 8 1 r npenapary Blacyrwik
Absence in 1 g of the drug Absent
3. (Klubxicne snsasyenns/Assay Tipw mamryexy/at release Tporarem Tepuiny s6¢plranns
/at storage
Cem}nlhn TWApoxopuA 95,0% - 1050 % 95,0% - 1050 % 9740%
14, |Haxysanns Blanenixmo MKA Biasoniasc
According to the My Corespoods
15. |Mapxymanng Blanosixso Mlmoc Bh""m!c!
Labeling _ Acconding to the MOC
Komenrmapi: 3GepiraTa upx Temnepatypi ne Rume 30°C.
Comments

do not store at above 30°C.

xysanns |
Tinu = 3acaixvyn, me maseaema sume ndopmanis ¢ aecronipmom | Townow. Jams cepls npomyunll Gynn mapolinens, BITOSANSR RA
MapKyEANRS, | DPOBCACNS KOHTPOIL axocTi HA Bumesssnauesill glvsmul b monalll siznosianeeti 3 sumoraun GMP, .:mommuﬁ:':
PEIYANTOPNEM opramom, s Taxox y wlanoaiamocr si cnewndixamisam, axi snaxoasTaes B peccpanisinomy aoese NpoToko.um BAP y

Ta anaihis Gyan nepernamyti | scTanosneno sianopiamicrs GMP. " . . P
|h=wyeuﬁtym:heminfoumﬁmhmmwmmummmmﬁyﬁxmﬁmm
mlnmmmmmmmmmucmwofmmmm% specifications
douiu.ﬂchtehpwmhgpchgingmdmlyﬁ:m&mmﬁwedaﬁfomd&kmmbmmﬁG .

Sakmowenns: Jlaunit mpoxyxt sianeninae yein l.lll‘l'l?il.)( gxocti.
Conclusion This product corresponds to all Quality criteria

fdobhef 226[03[16

YIIOIIIO'BIIHII ocola prr——
Jiera ninmcam/ Dato of signature

Qualified Person
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AD ATLANTIC PHARMA, SA

Cepruixat sxocti cepil nixapesikoro 3acoby
Batch Certificate for a medicinal product

“F ""’:ﬁ:l:“ npoxysulr EMOTOH, TabneTxn, BXpHTI niixoBoio 06010HK010, N0 100 mr Ne 30 (10x3) y Gaicrepax

B KapToHni#l navuni

EMOTON, film-coated tablets of 100 mg No. 30 (10x3) in blisters in a carton box
Ceprpaniny riapoxnopnn 100 mg

Sertraline hydrochloride 100 mg

UA/15643/01/02

DB0239B aTa BHpOGHHITBA: |0|/2026

Date of manufacture

11990 ynaxosox JaTa 3axiguennn crpoxy npuasTHocTL: ]0 12029
boxes Expiry date

Dopryranis

Portugal
HallmeHyRINRS, MecHCPOITAINYBSERS SALNED] 00 BEPOOHETTBY Ta  |AT/amTiK Papua ~ Ilpoxycoem Dapuaceyrikam, C.A., yn. Tanaxa 'panae, 2,
xouTpomo sxocri / Name, address of a site and a quality contro) site AGpyneitpa, Ciutpa, 2710-228, [lepryrania
Atlantic Pharma - Produg3cs Farmacéuticas, S.A., Rua da Tapeda Grande, no 2,

A ira, Sintra, 2710-228 |

Iﬂomp sinemsll F036/001/2024 min 03.04.2024| Ceprudixar sianosinsori GMP F036/S1/MHN01/2024 a0 28.09.2026
Authorizstion number of Certificate of GMP Compliance till
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AP ATLANTIC PHARMA, SA.

X
Cepruixat sxocti cepil nixapesikoro 3acoby
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