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CERTIFICATE OF ANALYSIS
Product: ADIARIN 250 MG B sachets Product code: 1002664016
Batch number: G1810 M Pieces: 68670
Date of manufacturing: 08/2017 Expiry date: 08/2022
Pharmaceutical form: Sachers Gelatin tannate batch number:
TeP17-0167; TGP17-0180
Class: Medical Device
FARAMETER METHOD ACCEPTANCE CRITERIA RESULTS
Appearance Visual Earthy, yellowish-whits powder. Conform
Mean weight of 1 . 250 rg/sachet 110%
ontanis Eur. Ph. Current edition (225 - 275mg/sachet) 260 mg/sachet
No more than 2 masses deviates
n average mass & 10 %
Uniformity of mass Eur, Ph. Current edition Mo o disutitiog Conforn
sverage mass £ 20%
Rolsture content” ISTISAN 1956/24 <12% 10%
Identification I assays P——— T
{wavelength from 400 Complles Conform
2 2500 )" spectrophotometry
IR absorption 237.5-262.5 2280
» i E
Assay Gelatin Tannate spactrophotametry phir e igh
Totat bactertst count Eur. Ph. Current egition £10° cFu/g <10 CFUfg
Moulds and yeasts Eur. Ph. Current edition $10°CFU /g <10 CFU/g
Escherichia coll Eur. Ph. Current egition Absence Absantce
i No damage on sachet .
:!'ater tightness in house Nk it Conform
;:;x:;}on In house, Visual !nspgfﬂqnm_ﬁ“‘"c;ﬂm ;':a r:::'e data, Confora

Wa daclare that the product has been manufaduru# In campliance with internal standards.
*External laboratory
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We declare that the product is in compliance with the specification and that:
& no devlation or non-compliance have been observed

O the following deviations have been obsarved {not Influencing the CQuality of the product):
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U the following non-compliances have been observed; corrective actions applied allow Us to declare
that the product Is in compliance with the Specification:
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Printing date
27/03/2017
On approval
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Dr. J. Gabbeo




®novintethical S e L et i
ADIARIN DECLARATION OF CONFORMITY
Product Specification

Novintethical Pharma SA, for the below mentioned product,

DECLARES
-ummmmmmmmmmwmwmmumfuamdmm

10 years;
-mmmmﬂnmmuwmmuamm
- The manufacturing site is: LABOMAR SRL;
. mmdmmmmdbaﬁdtmmmmnmlso 14971 in its last revision;
-mmmmwmmasmmmbrmmhmmmiMhmmdh

product;
Doc Ref: no. EM170128
Quantlty UM  Referance endDesoription  BatchNr  Mzn. Date Exp.Dete  [nternal Code Country (if sny)
8367000 UNITS BFDS0BOSGD37 G1310M 08-2017 31.08.2022 1002864016 Russia
Adiarin 250 mg., 8 sachets - GP
8 sachets - gelatin porcine origin

Novintethical Pharma BA
Lega! Representative
Fablo Tommas! Rosso
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/nepesod ¢ anzAuiickoco AauKa na pycexul asvix/

fnororan/

JIABOMAP (LABOMAR)

CEPTHOHUKAT AHAJIM3A

Tlponyxr: AAHAPHH 250 MI™ 8 caue (nakeTHkoB)

Koa upoayicra: 1601664(}!6

Homep ceprei. GI10 M

[Kox-Bo cusmi: 68670

JlaTa ApoMIROACTBA: 08/2017

ATA WCTENEHNMS CPOKA ITjiHoCTH; DB/2022

[Popma ssinycka: Camie

oMep CepHH weaaThim Tainara: TGP7-S1S7; TGP17-0180

[Kotace: MOIHLMHCKIHG HAGHA
— TIAPAMFETPhI METOJ KPUTEPHH IPHEMAEMOCTH | PEIVALTATH!
Onncasme (Bucunmt s Busyanssad oucska Semancroii HOPUWIOK KCITUBATO: 0 [CooTeTCTBYIOT
‘ . Hpera
CPCAHAS MACCA COIEPMRHMOTD Jlekiors. pea. Esp. $apu. 250 mi/caire =1 0% (225 ) mifcanic
OanoponHocTs o macee Heiters. pon. Eap. Gapu. Mucca we Gonee oM 2 cawe moxer  [Coorsercrayior
OTKIIOHATBES OT cpeacit = 10%
Orwzonenue oT cpeasich Maccst = 20% ne:
AONYCKACICH
Conepmanuc wmu* ISTISAN 1996/34 <12% L0%
Torinunoets, A HK abcopbiiMonnan Coorsercreyer COOTBCTCTRYIOT
meropom  HK-cliekrpockonu cliekTpodoToMeTpHs
(muna poses 07 400 10 2500?
(%
ﬁunmmxn& olipeaenen HK abcepGunounas 237,5-262,5 Mr/canie 238,0 mr/vame
¢IATHEG TAHHATY* crextpodoiomeTprs _ ;

Obuiee ) KOTHYECTBO Ne#crn. pen. Enp. ®apm. < 10° KOE/r < 10 KQE/r
OHKTCPHEILHBIX OPrEHKIMOB _ _ _
Ulpoxokessie. #  nuecuessiel lieticre. pen: Esp. dapu. < 10:KOE/r < 1) KOE/
rpHOR
Escherichia coli Jiehcrs. pen: Eup. dapw. Orcyreraug Orcyrcane

METOn Orcyrcrauc nospekiennli ua came.  Caarhercrayor

_ OTEYTCTRHE (IPOHHKIIOBEAINA BOJIDI
{Onmcanue (ynakosxa) BuyTpunpousRoicTREHMH MeTON Hamue BepHbiX TRHHBX, HATHIHC Coornercrayior
_DBuayaishas olieHka WHCTPYKIUH (10 UPUMEHEHKIO.

HacToRimnM 3a98/15CM, 4TC AR 1poay kT Ghin

* MCTILITaNHE IPUBOARACS UEIABHCAMON AsBoparopua.

NPOU3BE/ACH B COOTBETCTBHH C BHYTPCHHHMH CTRHAAPTAMM,




/nepesod © anzawiiex02o R3biKa Ha pycexuii A3vix/

Inororun/
JIJABOMAP (LABOMAR)

Hacrosawmm 3asBnseM, YTO NPOAYKT COOTBETCTBYET CeUNdHKALMH, 2 TAKKE TO, YTO:
X He Gui10 BLISBIEHO HHKAKHX OTKAOHEHHH MAM HECOOTRETCTBHH

7] BbUTH BHINBIIEHD! CIE/IYIOIIHE OTKIOHEHHA (He BAMAIOWME HA KAYeCTBO NPOAYKTA):

1 BBITH BBIABIECHL! CASAYIONINE HECOOTBETCTEBUA; TPOBEACHHEIE KOPPEXTHPYIOLIHE MEPLI NI03BONAIOT HAM
Ja9BHTD, YTO MPOAYKT COOTBETCTBYET CeUHpHKALIMH:

Hara nevatu:
27/09/2017
JOKYMEHT HAXQHATCH Ha PACCMOTPEHHE

Hara; 27/09/2017 r. /moamuce/
Jluuo, oTBETCTBEHHOE 38 BLITYCK CEPUM:
A-p Jix. lo66o (J. Gobbo)




e _ /nepesod ¢ anIIILKO20 SIWKG HA PYCCRU AToIK/.
| ‘ HOBHHTETHKAJI (NOVINTETHLCAL)

AEKJAPALS O COOTBETCTBHH NMPENIAPATA «AXHAPHH)
CHELIM®UKAITHH HA IIPOXYKT
Komianns «Hopuurernkan Papma CA» (Novintethical Pharma SA) OTHOCHTeNLHO YKA3aHHOTO Jajiee
npoaykTa

SAABJIAET CIIEQYIOLIEE
- memmqmcmmnnwummmmmy&omﬂmmmmwmm
JIeT,
- mmw‘mam‘w'mcmw*
- Ipouzsogcrsennas mowagxa: JIABOMAP CPJI (LABOMAR SRL);
- Ouenka pHeKa HPOAYKTH NPOBOUHIACS 8 600TBEICTBAR CO cranmaprom [SO 14971 B nocneanelt

peaaxumy,
- Ipormesonvrens, TIPHMEHAET CHCTEMATHHECKYIO NPOLIAYPY OUEHKH OIT6ITA NPHMEHEHHS NPONYKTa;
Hoxyment: Ne EM170126
Mmawmw{ Ex | CEbUIKA | OTHCRHME Ne cepuu Hara ‘{ Jara Buyrpenuuit | Crpana (npu
HIm, | NMPOHIBOICTER| HCTEMeHHA Koa HATUWH)
cpoxa
. ¥ XpaHenus
68'670.00 | En BFOROBGIGD37 GI8ToM 08-2017 31.082022 | 1002664016 Poceua
Anvapuit 250 mr 8 caue - GP
B caine — WeaTHH CBHROIO
TIPOHCXORICHHS
Hyrauo (1LIseitnapus), 29.09.2017
Hosunrernkan ®apma CA (Novintethical
Pharma SA)
YnonHomoueHH bl NpeacTRBHTEN:
abwo Tommacu Pocco
(Fabio Tommasi Rosso)
/moanucy/

Hacmosmuuii nepesod ¢ anzauiickozo ASbIKA Hu PYCCKUT S361K @atnonii: nepegodyux
rdpymlgimn T'oap Apymionosna
LR P
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