JNEPKABHA CJIY/KBA 3 JIIKAPCBKHUX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHUKAMMH Y KHIBCBHKIN OBJIACTI

npos. Ceitnuunoi Hanii, 3, m.Kuis, 02099, ten/dakc: (044) 576-40-41
E-mail: dls.ko@dls.gov.ua, Kox €ZIPTIOY 37078774

BUCHOBOK
PO AKICTh BBE3€HOI0 B YKpaiHy JiKapchbKOro 3acody

01.04.2025 Ne 14470/25/10

HI®EKAIH

(naiiMeHyBaHHS JiKapchKOro 3aco0y 3rifHO 3 peecTpaliifHuM MOCBiTYEHHAM)
KpeM pekTaiabHui, 10 30 r kpeMy y Ty0i 3 koBnaukom; no 1 Ty0i y KOMILIEKTi 3 KaHI0JIe10 Y
KapTOHHiH KOpooui

(dhopma BuITyCcKY, NO3YBaHHS, BHJ IIAKYBAaHHSA JIIKApCBKOTO 3aco0y)

Howmep peecrpauiitnoro nocsizuenns UA/18946/01/01 crpox xii peecrpauiiinoro nocsinuenns 10.09.2026

Cepis nixapcbkoro 3acoby Ne FS00S Kinskicts BBe3eHOro Hikapceskoro 3acoby 1512
Bupobuuk Hero.®a./lem. C.p.1., Itanis
(naliMeHyBaHHA BHUpOOHHKA JIIKapCBKOTO 3aco0y, KpaiHa MOXOMKEHHS )
Baesero B Yipainy CrijbHe yKpaiHCbKO-€CTOHChKE MiAMPHEMCTBO Y (popmi ToBapucTBa
3 o0Me:xeHO10 BiqnosinansHicTIo "OnTtiMa-®apm, JIT/L", inenr. kox:
21642228

(naiimenyBanHs Ta kog 3a €JIPTIOY ropumuusoi ocobu abo npizsuiue, iM'a, o GarekoBi ¢iznaHOT
ocobu - mignpuemMii, i Miciie IPOKHUBAHHS T PeECTpaLliiHuil HoMep 00NIKOBOT KAPTKH IUIATHHKA
nojaTkis abo cepis Ta HOMep nacnopra)

Iporoxoa Bisyaasnoro koutposo six 25.03.2025 Ne 0903/1.
3a pesynbTaTaMM JEPHKABHOIO KOHTPONIO BCTAHOBIEHO, IO Jikapcekuit 3aci6 Beeseno B Ykpainy 3

AOTPHMAHHAM BuMOT 3aKOHOJABCTBA 111010 3a0€31IEYCHHS AKOCTI JIIKAPCHKHX 3aC00iB.

e s
Th §8y;
a\g’ﬁmm;

-

Ousra €EPBOMEHKO

{nligiec) {igigisr Ta Dpi3RMILe)

TRIAL MCDE - a valid license will remave this message. See the keywards property of this PDF for mare infarmation.



CEPTH®IKAT SIKOCTI
HIGEKAIH, xpev pexrabiuil

Kpaina BupoduaKa: Iranis

PeccrpaniiiHe MOCBITIEHHST Nu: UA/18946/01/01 Tepmin ail: 10.09.2026

Jlikapckka dhopmMa: Kpem pEKTAITbHIH

Po3mip Ta THIT TAKYBAHIsE: 30 r B TY6i 3 KOBIIAUKOM; TIO 1 1y6i Yy KOMIUTEKTI 3 KaHioneo y
KapTOHHIH KopoOui

Cuaa mii/ AKTHBHICTE! 1 r KpeMy MICTHTE: pipemmniny 3 mra Aigoxainy riApoxIopHi
15 Mr

Cepis: F5005

KinskicTb B cepil: _9946_ynakoBOK

JlaTa BUPOGHANTBA: 01.2025 Tepmin fipuAaTHOCTI: 12.2027

BupofHuK JIiKapcpKoro 3aco0y: Hero.Pa. Jem. C.p.at

30HA IHIIACTPIAII-80014 TTYTJIIAHO Y KAMIIAHIT (HA),

Iranis

CepTudirart pignosixnocti GMP BApOGHUUTBA T2 KOHTPOJIIO HKOCTI:

SUPOOHUK: Heio.®a. Jdem. C.p.ai.

aopeca: 30HA IH)IACTPIAJI-SOOM TTYTIIIAHO Y KAMITAHIT (HA),
Tranis

Tliyensis pa BUPOGHUUTBO aM 17/2023

KonTpoJib IPoBCACHO Bimlosimlocﬁz

MEKSL no PII No.: UA/18946/01/01
3a3n

1. Onnopimnui wosTuii  kpem 3 | 101 MK,
JIErKUM XapakTepHuM 3araxoM. Bi3yaIbHO
TnenTudikauis

niheduniny ma
nidoxainy 2iopoxnopudy

Ha xpomarorpami
BUNpoBOBYBAHOr0 POSUAITY,
OTPMMAHOTrO TIPH KinbKiCHOMY
py3HaueHH] Hiperuriny i
JliloKaiHy TiZPOXIOPHLY, 1ac
yTpUMaHHs OCHOBHMX nikiB Ma€
BiTIOBIATH Hacy yTPUMYBAHHA
BiAnoBigHUX HA xpomaTorpaMi

n. 2 MKJI,

2.2.29

n. 3 MKSL,

2:2:3
n. 4 MK4,

2.2.8
1. 5 MK,

Cepenus mMaca BMICTY
YTIaKOBKH.

METOAVKA

47 mr £ 4.2 Mr/TyOy 1. 6 MK,

(90.0 o 110.0 %)
18 mr % 1.8 mr/TyGy
90.0 g0 110.0 %

Hatpito MeTi 1~
rigpokcuben30art
Ta

FIPOXTIN =T oxcuOCH 2.2.29

30aT

No. | HatimenyBanHs NOKA3NUK2 aveHi BUMOIH (romycTuMmi Merol KOITPOoJIo
MeKi

€rpon. dapm.,

BHYTPILIHA
BUpOOHUKE

meron BEPX,
€spor. Papm.,

Bignosinae

Bignorinae
meron BEPX,
€eporn. dapM.,
6.3

€sport. Papm.,

41,67mr/TY0Y
(99,3%)
17,88 mr/TyGy

JloMimKe: (o0 AiT0U0T PEUOBHHH) n. 7 MK,

- anasor HiTpodeHinmipuaEy <0.1% meron BEPX, He BusipJeHo
-auaIor HiTpo30(eHINTipHAHY <0.1% €spor. dapm., He BUABJICHO
- Gyab-aKi iHu JIOMILIKH <0.1 % 2.2.29 He BusiBjIeHO
- cyMa [OMiloK <03 % He pusiBjieHo

/,4“ . L /'\/Q7—/</:

(9 © <. 1,97/{‘4,




KinpkicHe BH3HAUCHHS!
- HieuITiHy

89,82 mr/Ty6y
(99,8%)
448,65mr/Ty0y

90 wr + 4.5 Mr/Ty0y (95%-105 %)

- minoxainHy TiApOXIOPHIY 450 mr £22.5 Mr/tyby (95%-105 %)

. 9 MK,
€pporn. DapM.,
2.6.12;2.6.13

SaranbHe YHCI0 aepOOHHX
MiKpOOpPraHi3MiB (TAMC): He
Ginpme 10° KYO/T

JarabHe YHCIo
Ilpi)I(IDKOBHX/nHiCCHeBI/IX rprbis
TYMC): ue Ginplie 102 KYO/r

Mikpo6iosorigHa 4AcToTa

80 KYO/r

30 KYO/Ir

PesysLTaT analisy: Jlana cepis BijroBizac BHMOIraM Meronis  KOHTPOIIO aKocTl 1o
PeecTpauiifiHoro nocsinuents UA/18946/01 /01

Komenrap: 36epiraTh B LINIBHO 3aKPHTIH yrakoBui Pyt TeMriepaTypi e Brlie 25 °C.

3asiBa PO ceprudixauiro:

Jannum ceprudikaToM miATBEPAKYIO, IO BHlIleHaBeleHa indopmauis € J10CTOBIpHOIO TA TOUHOIO. s cepin
fyna BUTOTOBJIEHA, BICTIOUAIOUH TIAKYBAHHA/MAPKYBAHHS Ta KOHTPOJb fKOCTI, Ha puiena3Baniil ginLauui y
noswiil BignOBiAHOCTI BUMOTaM GMP BupanuM MicueBHM perynioanM opranoM, a TAKOXK Y pigmosiguocTi 3
cnenudixauicio 10 Peccrpauiitnoro oche. TTpoToKoan BUpOOUMUTBA, NAKYBANH ta anajiizis Oyiau
npoanaizosaui i Buanani y signosianocti puMoram GMP

__Padaens OrtraiaHo__, YIOBHOBaXKEHA ocofa

[Tionuc]
Jarta mignyucanus

21.01.2025
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Countey of masufasture

vation Certilicate Ju
Dogage for:
The size and type of packaging:

Strengih/Fotency?

Bateh numbey:

Total quantity in batch:
Maunizcinying date:
Wisnufacturer of the medicinal
product:

(AP Certiffeates for
Site:

Address:

Wianufacturing Licence

Controls was made in accordance with the methods of quality control of the RC Mo UAJIS946/01/01

EOT o

LT

faly

114/18946/01/01

Rectal cream

30 g in the tube with stopper:

carton box

1 g of the cream contains: nifedipine 3 mg and lidovaine
hydrochioride 15 mg
FAR005

9946 packs
$1/2825

yaiid mntih

| wbe complete with 2 cannula ina

Gxpivy date LRIAGET L

New.Fa.Dem. Sx.l
ZONA INDUSTRIALE ~
(1A, laly

30014 GIUGLIANG IN CA WMIPANLA

Al manufacturing sites and site of guality controk

Mew. Fa.Dem. 81l
TONA TNDUSTRIALE - 20014 GIUGLIANO 1M CAMPAMIA
(MNA), Laly

alvl 17023

N, Countrols Specified values (permissilble Anatytical
i fiatits) methods L
1. [rescription Homogeneous yellow cream with p.2.1 of MQC, Complies
a light characteristic odour. visually.
2. fdentification:

Nifedipine and
Lidocaine HCI

p2 of M QC, metod
HAPLO

EP,2.2.29

On the chromatogram of the test
sofution obtained by quantifying,
nifedipine and lidocaine
hydrochloride, the retention time
of the main peaks should
correspond to the retention thime
corresponding to the
chromatogram of the reference
solution.

Sodium methyl p-
hydroxybenzoate

and

Propyl p-hydroxybenzoate

Impurities:
- nitropheny lpyridine analogue
- nitrosophenylpyridine
analogue
- any other impurity
- sotal impurities

-

6.1 6.8 p.3 of MQC,
| EP,2.2.3

> 900 cP p. 4 of MQC,

EP. 2'2‘21 ..................
00gx15g p. 5 of MQC, 308g

internal methods of

the manufacturer 1 e I
42 mg + 4.2 mg/tube p.6 of MQC, 41,67 mgftube
(90 % — 110 %) metod HPLC, (99.3 %) i
1§ mg = 1.8 mg/tube EP,2.2.29 17.88 mg/tube
(90 % —~ 110 %) R N (99.0 %)

] (With respect the drug substance) p.7 of MQC, KRR i

<0.1% metod HPLC, M.B. ;
<01 % EP,2.2.29 [ERIA |
<0.1 % KA 32
<03%

B




s i

99,8 V)

YRS -8 b oy 8 o AALE s by
yydrochloride 450 myg 448,65 mg/tube

%a) (99,7 %)

9. Microbiological contamination Total aerobic microbial count 56 CFU/
{(TAaMCY:
not more than 10 CPU/g
Total  combined yeasts/mould
count (TYMOCY
not more than 102 CPU/g

The vesults of the anatysis: This batch meets requirements of the Metheds of Quality conirol of
Registration Certificate Mo, UA/18946/01/81

Comments: Store in & tightly closed container ata semperatire not above 25 °C.

{evtification stalemend:

i hereby certify that the above information is authentic and accuraie. This batch of product has been manufaciured
including packaging/labeling and quality control at the above mentioned site in full cornpliance with the GMF
requirements of e focal Regulatory Authority and also in compliance with registered specification. The bLatcl

ch

processing, packaging and analysis records were reviewed and found to be in compliance with GMP.

[Signatured™”
Date of signature

vi oyt




TIEPKABHA CJIVIKBA 3 JIIKAPCBKHIX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTUKAMH Y KHIBCBHKIN OBJIACTI

npos. Ceitnunanoi Hanii, 3, m.Kuis, 02099, ten/daxc: (044) 576-40-41
E-mail: dls.ko@dls.gov.ua, Kox EJIPTIOV 37078774

BUCHOBOK
Npo AKiCTH BBE3EHOro B YKpainy JikapcbKoro 3aco0y
30.06.2025 Ne 30434/25/10
HI®EKATH

(HaiiMeHYBaHHA NiKapcbKoro 3acoby 3rinHo 3 peecTpaLifHHM TTOCBIAIEHHSM)
KpeM peKTanbHuid, 10 30 r Kpemy y Ty6i 3 kKoBmaukom; mo 1 Ty6iy KOMILIEKTI 3 KaH10JIelo y
KapTOHHii KopoOui

(thopma BUIyCKY, N03YBaHH, BUI NIAKYBAaHHA nikapebKoro 3acoby)
Homep peectpauiitnoro nocsiguenns UA/18946/ 01/01 crpok xii peecTpauiitioro mocsixIeH s 10.09.2026
Cepis nikapeskoro 3aco6y Ne F5071 KinbkicTh BBE3EHOTO Nikapchkoro acoby 9936

Bupo6Hux Heto.®a. Jlem. C.p.., Itanis

(naiiMenyBaHHs BUPOGHUKA JIIKAPCHKOTO 3aco0y, Kpaina MoXoMKEHH:)

BaeseHo B YKpaiHy ToBapUCTBO 3 00MekKEeHOI0 BiINOBIAATbLHICTIO "YHIBEPCAJIBHE
ATEHTCTBO "ITPO-®APMA", inenr. xon: 34414427

(naliMeHyBaHHA Ta KOJ 32 €JIPTIOY 1opuauunoi 0cobu abo npi3BHLE, iM'A, IO 6aTbKOBI
isnuroi 0co6y - miANpHEMIS, i MiCUe TPOXKUBAHHS T4 peecTpauiiinuii Homep 06ikoBo]
KapTKH NIATHHKa N0aTKiB abo cepis Ta HOMEp MacnopTa)

IIpoToKo Bi3yanbHOr0o KOHTPOIIO Bil 30.06.2025 N 1974/1.

3a pesymbTaTaMH HEPKaBHOTO KOHTPOJNIO BCTAaHOBICHO, IO nikapcekuit 3aciG  BBeseno B YKpaiHy 3

JOTPHUMAHHAM syMOr 3aKOHOIABCTBA MO0 3a6e3meueH s AKOCTi JiKapChKHX 3acobiB.
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Kpaina BupoOHuKa:
PeecTpauiiine mocBixueHHs Ne:
Jlikapcoka ¢opma:

Po3mip Ta THI NaKyBaHHs:

Cuna i/ AKTHBHICTDB:

Cepisi:
Kinekicrs B cepii:
Jata BUpoGHUNTBA:

Bupo0uuk JikapcsKoro 3acody:

CEPTUPIKAT AKOCTI
HI®EKAIH, kpem pekranbHuii

Iranis
UA/18946/01/01
Kpem pexransHui
30 1 B Ty6i 3 KOBHAYKOM; 10 1 Ty61 y KOMIIIEKTI 3 KaHIONEO Y
KapTOHHIlt kopobui

1 T xpemy MicTuTh: Hidenuniny 3 Mr Ta JijgokalHy rizpoxnopua
15 mr

F5071
_9936_ymaxoBok
05.2025

Tepmin aii: 10.09.2026

Tepmin npugatrocri: 04.2028

Heio.da Jlem. C.p.o.
30HA IHJACTPIAJ-80014 TIVIJTIIAHO V KAMIIAHII (HA),

Itanis

Ceprudixar sinnosignocti GMP BUPOoGHHITBA Ta KOHTPOJIO SKOCTI:

GUPOOHUK:
aopeca:

Jliuen3is Ha BUPpOGHUITBO

Hero.®a. Jem. Cp..

30HA THIACTPIAJI-80014 TIVTJIIAHO V KAMITAHII (HA),
Iranis

aM 26/2025

KouTposs nposeieno y sinnosianocti 3 MKSI xo PIT No.: UA/18946/01/01

No. HaiiMenyBaHHSI HOKa3HHKA 3a3znaueni BuMoru (xomycrumi | Meroa KOHTPOIIO Pe3yabTar
Mexi)
1. Onmuc Onuopimuunit  xosthit xpem 3 | m. 1 MKJ, Binnosinae
JIErKUM XapaKTepHUM 3alaxoM. Bi3yaJIbHO
2. InenTudikamis:
Higheouniny ma Ha xpomarorpami
nidokainy 2iopoxnopudy BHIIPOOOBYBAHOTO PO3YHHY, m. 2 MKA4, Binnoeinae
OTPHMAHOTO NPH KiNTbKiCHOMY meton BEPX,
BU3HAYEHHI HIPenuniHy i €sporn. Papwm.,
TiOOKaIHy TiapOXIOpUaY, Yac 2.2.29
YTPHUMAaHHs OCHOBHHX TKiB Mae
BiATIOBINATH Yacy YTPUMYBAHHS
BiZMOBIHMX HA XpOMaTOTpaMi
pO3YMHY NOPIBHIHHS.
3. pH 6.1-6.8 1. 3 MK, 6.3
€spon. Papm.,
2.2.3
4, B’s3KicTh >900 cP m 4 MK, 1018
Espon. Papm.,
2.2.8
5. Cepeans Maca BMICTY 300r+£15T n. 5 MK, 30,0r
YIIaKOBKH. BHYTPIIIHA
METOZINKA
BUPOOHUKA
6. Hatpiro meTw - 42 mr % 4.2 mMr/Ty6y n. 6 MKA, 41,92Mmr/Ty0y
rigpokcubensoar (90.0 mo 110.0 %) meron BEPX, (99,8%)
Ta 18 mr + 1.8 mMr/Ty6y €pon. Papm., 17,91 mr/Ty6y
NPOIILT II-TIAPOKCHOeH30aT (90.0 10 110.0 %) 2.2.29 L (99,5%)
7. Homimxu: (momo Airo4oi pevOBHHH) . 7 MK, 37,3
- aHator Hirpodeninmipumuny | <0.1 % MeTOox BEP;;&(‘ ﬁ;\;\% *"*Wﬁ\éﬂb IEHO
-amanor Hitposodeninmipuanry | < 0.1 % €spor. (I)aym{j‘(% L He Bl
- Oy Ib-sIKi 1HI JOMILIKH <0.1% 2.2.29 }'o P THich de. HO
- Cyma JIOMILITOK <03 % ' i




JPpDKIDKOBHX/TUIICEHEBUX IpubiB

(TYMC): ne 6impme 10> KVO/r

8. Kinexicue BU3HaYCHHS: . 8 MK4,
- Hidequniny 90 mr + 4.5 Mr/TyGy (95%-105 %) meron BEPX, 90,00 Mr/Ty0dy
€spon. dapm., (100%)
- NiZOKaiHy TigpoxIopuIy 450 mr £22.5 mr/ty6y (95%-105 %) | 2.2.29 449,10 Mr/Ty0y
(99,8%)
9. Mixpobionoriuna YucToTa 3arankHe YHCIIo aepoOHNX . 9 MK,
mixpoopranisamis (TAMC): ne €pporn. Papm., 100 KYO/r
6inpiue 10° KYO/r 2.6.12;2.6.13
3aranbHe YHCIO0 30 KYO/r

PesyanTat aHanisy:

Komenrap:

3asBa npo ceprudikaniro:

Jlana cepis Bigmoeimac BumoraM MeTomiB KOHTPOMIO AKOCTI JIO
Peectpauiitnoro nocsigyerts UA/18946/01/01

36epirat B WiNLHO 3aKpUTIH ynakoBui npy TeMriepaTypi He Brule 25 °C.

Jlannum cepTudikaToM MiXTBEPIKYIO, 10 BALIEHABEAeHA iHQOpMANLiA € XOCTOBIPHOIO TA TOYHOIO. g cepis
6yJla BUTOTOBJIEHA, BKIIOYAKOYH AKYBAHHA/MAPKYBAHHSA Ta KOHTPOJIb AKOCTI, HA BHuLeHa3BaHil HinbHUII y
noBHiit BinosianocTi BuMoram GMP BHIaHHM MiCUeBHM Pery/ii0l0dMM OPraHoOM, a TAKOXK y BixmoBiaHoCTI 3
cnenndixaniero no Peecrpauiiinoro gocke. TIpoToxonu BHPOOHHUNTBA, WAKYBAHHS Ta anaiiziB  Gynu
npoananizosaui i Bu3Hani y Bignosignocri sumoram GMP

__Padaens Otraiano__, YosHoBaxena ocoba

[Mionuc]
JaTa mianucanus

03.06.2025




Country of manufacturer:
Registration Certificate No:
Dosage form:

The size and type of packaging:

Strength/Potency:
Batch number:
Total quantity in batch:

Manufacturing date:

Manufacturer of the medicinal
product;

CERTIFICATE OF QUALITY
NIFECAIN, rectal cream

Ttaly

UA/18946/01/01 valid until: 10.09.2026
Rectal cream

30 g in the tube with stopper; | tube complete with a cannula in a
carton box

1 g of the cream contains: nifedipine 3 mg and lidocaine
hydrochloride 15 mg

F50T1

_9936__packs

..... 05/2025 Expiry date: __ 04/2028____
New.Fa.Dem. Sl

ZONA INDUSTRIALE - 80014 GIUGLIANO IN CAMPANIA
(NA), Ttaly

GMP Certificates for all manufacturing sites and site of quality control:

Site:
Address:

Manufacturing Licence

New.Fa.Dem. S.r.l.

ZONA INDUSTRIALE - 80014 GIUGLIANO IN CAMPANIA
(NA), ltaly ;

aM 26/2025

Controls was made in accordance with the methods of quality control of the RC No.: UA/18946/01/01

No. Controls Specified values (permissible Analytical Results
limits) methods
1 Description Homogencous yellow cream with p.2.1 of MQC, Complies
a light characteristic odour, visually
2. Identification: Complies
Nifedipine and On the chromatogram of the test p-2 of MQC, metod
Lidocaine HCI solution obtained by quantifying | HPLC
nifedipine and lidocaine EP,2.2.29
hydrochloride, the retention time
of the main peaks should
correspond to the retention time
corresponding to the
chromatogram of the reference
solution.
3. pH 6.1-6.8 p.3 of MQC, 6.3
EP,2.2.3
4. Viscosity > 900 cP p. 4 of MQC, 1018
EP,2.2.8
§ Uniformity of weight 300g+15g p- 5 of MQC, 30.0¢g
internal methods of
the manufacturer
6. Sodium methyl p- 42 mg + 4.2 mg/tube p.6 of MQC, 41.92 mg/tube
hydroxybenzoate (90 % — 110 %) metod HPLC, (99.8 %)
and 18§ mg+ 1.8 mg/tube EP,2.2.29 17.91 mg/tube
Propyl p-hydroxybenzoate (90 % ~ 110 %) (99.5 %)
7. Inpurities: (With respect the drug substance) | p.7 of MQC,
- nitrophenylpyridine analogue | <0.1 % metod HPLC~
- nitrosophenylpyridine <0.1% i
analogue <0.1 %
- any other impurity <03 %
- total impurities




8. Assay: p.8 of MQC,
- Nifedipine 90 mg =+ 4.5 mg/tube (95%-105 %) | metod HPLC, 90,00 mg/tube
EP,2.2.29 (100.0 %)
- Lidocaine hydrochloride 450 mg # 22.5 mgftube (95%-105 449,10 mg/tube
%0) (99.8 %)
9. Microbiological contamination | Total aerobic microbial count p.9 of MQC, 100 CFU/g
(TAMC): EP,2.6.12;2.6.13
not more than 10 CFU/g 30 CFU/g
Total combined yeasts/mould
count (TYMC):
not more than 10° CFU/g

The results of the analysis: This batch meets requiremenis of the Methods of Quality control of
Registration Certificate No. UA/18946/01/01

Comments: Store in a tightly closed container at a temperature not above 25 °C.

Certification statement:

1 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 in full compliance with the GMP
requirements of the local Regulatory Authority and also in compliance with registered specification. The batch
processing, packaging and analysis records were reviewed and found to be in compliance with GMP.
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ASC AN 3 T AL A .
ARG OV VA A , Qualified Person

1x ?’/
[Signaturg\_J

Date of Signatuare
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