2

Oenbcapm Penmc
anHO)KeHMe K cepTucbm(aTy aHaJIn3a

(conposoauTenbHoe nucbMo lNyTTanakc Tab_78823)

HassaHue npoaykTta: lyTTanakc tabnetkm 5 mr
Homep cepuu: 191200

GMID: 651985

[ata npousBogcrtea: 20/09/2019

Cpok rogHoctn: 09/2022

Homep PeructpaumoHHOrO0 YAOCTOBEpPEeHUsl, 3aperucTpupoBaHHoro B Poccuiickon ®epepauuu: JIM-
000834

HassaHne AOU (MexxayHapoaHoe): MNukocynbdaT HaTpus
Ha3aHue npoussoautens AOU: Bupaxem C.n.A.

Appec npoussoautens AOWU: Ctpags Cratane 11 MNagaHa Cynepuop N28, Utanusa — 24040, ®opHOBO
CaH [>xoBaHHM, bepramo

MapameTpbl «loTepsi Mpu BbICYlUMBAHUU», «PacTBopeHue», «[enuMocTb» U «Mukpobronormyeckas
YMCTOTa» MOTYT OTCYTCTBOBaTb B CEPTUdUKATE aHaNIM3a, HO AaHHbIE TECTbI BbIMOHAKOTCA MUHUMYM Ha
ABYX CEPUSIX B roa.

MapkupoBKka B MOSIHOM COOTBETCTBUM C MOCNEAHUMM YTBEPXKAEHHBIMW BEPCUSIMA MAKETOB YMAKOBKM
WHCTPYKLUMM MO MEAMLMHCKOMY MPUMEHEHWIO. YMaKoBKa B MOSIHOM COOTBETCTBMM CO cCrieundukaumei
HopMaTMBHOM JOKYMEHTaUMK U NepeMeHHas MHGOPMaLMs HaHeCEHa B COOTBETCTBYIOLMX MOMSIX.

[aHHbIM JOKYMEHTOM $ YTBEPXKAAl, YTO AaHHAs CEpUsi MPOTECTMPOBaHa MO BCEM MOKa3aTeNsM KayecTBa,
NepeuMCieHHbIM B cneumdukaummn HopMaTMBHOWM AOKYMEHTaUMK (32 UCKIIOYEHWEM NApaMeTPOB, KOTOpble
HE KOHTPOSIMPYIOTCS Ha MPOM3BOACTBEHHOW MNOWAAKE, TakMe Kak aHoMaNbHasi TOKCMUYHOCTb, WK
NapameTpbl, BLIMOHAEMbIE NEPUOANYECKM)

Moanwce/NaTta: nogrmce 08.anp.2020
Wmsa: Julie Duntze

JOomKHOCTb: YNONHOMOYEHHOE N0, OTBETCTBEHHOE 3a BbIMYCK NPOAYKLUUK




CepTtudcdumkar coorseTcTBUA U

Denbdapm
Penmc

dHalin3a

HasBaHve nekapcTBeHHOro
cpencTea:

Kopg knuneHTta/ Bepcus:

AKTUBHbBIA UHTPeaNeEHT(bl):

ApTtukyn Ne:
Howmep cepuu:

Homep cepun HepacdacoBaHHOro
npoaykTa:

Ne nuueH3nm Ha npon3BoaCTBO:

EudraGMDP ccbinka Ha JOKYyMEHT
Ne:

[NponssoacTeeHHas
cneuundukauus:

TectoBas cneyudukaumsa Ne:

[aTta npousBoacTBa:
Cpok rogHoCTH:

KonuuecTBo BbINyLLEHHOW cepun:

CepTudumkat cooTBeTCTBUSA

Ctpanuua: 1
HaneuataHo: 3/04/20

lNyTTanakc Tabnetkm 5 mr

Poccuiickaa ®enepauus

PeructpauunoHHoe ygoctosepeHune Ne: J1M-000834
50 wr - Ty6a

651985 - 006

MukocynbdaT MoHorMapaTt HaTpus Smr/Tabnetka

314867
191200

191200

M15/292

71582

78823 _P330AI0105

78823 P510AI030: kpome TecTa «BHELUHUIA BUA»

HAO J11 000834 — 101011 (15/08/2019): Tonbko Ans
«onucaHve»

78823 _P520ai0101

09.2019
09.2022

24.570 ep.

3asiBneHne o cepTudukaumu:

“ Hactosiwum nogTeepaato, YTo BhilleyKkasdaHHas nHopMaums SBnseTcs AOCTOBEPHON U
NpaBuUITbHOW, 1 YTO BCE CTaauM NPOM3BOACTBA AAHHOWM CepumM roTOBOro npenapaTa Obinm npoBeaeHbl
B MOSTHOM COOTBETCTBUM C TpeboBaHuAMM Hagnexaluen npon3BoACTBEHHON NPAKTUKN MECTHOTO
opraHa perynupoBaHus, TpebosaHuamun EC 1 B cooTBeTCTBMM C TpebOOBaHUSIMU PEMMCTPALMOHHOIO
yOoCTOBEpeHUs cTpaHbl-nonyyarensa. OTyeTbl O NPOU3BOACTBE, YNAKOBKE U KOHTPONEe KavyecTBa
cepuvm BbInn NpPoBEpPEHbI 1 MPU3HaHbI COOTBETCTBYOWMMN TpeboBaHuam GMP. J1io6ble OTKNOHeHUs
GbINK oLleHeHbl A0 BbiNycka cepuu. [laHHas cepust BbiMyLleHa ynonHOMOYEeHHbIM nuuom.”

YNONHOMOYEHHOE NULIo
noAnuch
Oenbdapm Perimc
10 Pto KonoHenb LLlap6oHHO
51100 Penmc, ®paHums

Julia DUNTZE
08 anp 2020 r.



CeptudmkaTt cooTBeTCTBMSA U aHanNus3a

HasBaHue nekapcTBeHHOro

cpeacrtBa:
ApTukyn Ne :314867
Homep cepun : 191200
Homep cepun : 191200
HepacacoBaHHOIO

npoaykta

TecToBas cneyundukaumsa Ne:

MpounssoacTeeHHas cneuudukaumns Ne:

UcnbiTaHue

OnucaHue

3anax
Pa3mepsbl: anameTp
Pa3mepbl: TonwuHa

Bpemsa pacnaga

TBepoocTb: cpegHee 3HayeHue

TBep,EI,OCTbZ MaKkcunmMmalnbHoO€e
3Ha4veHune

TBepaocTb: MUHUMarbHOe
3H/avyeHune

OaHOpPOAHOCTL 403MPOBaHMUS

OOHOPOAHOCTL 403MPOBaHMS

NpeHTtudukaums DA 1773 (TCX)

FyrTanakc Tabnetku 5 mr
Poccuiickaa ®enepauus

Kop knueHTta/Bepcus: 651985 - 006

78823 _P510AI0301: kpome TecTa
«BHELLHWI BNO»

HO BB-PEI-0807826 Bepcusa 2.0:
TOMbKO AN TecTa «OonucaHme»

78823 _P520ai0101
78823_P330A10105

Cneuundomkauyumsn

Benble, Kpyrnble,
nnockouunnnHapumnyeckune Tabnetku co

CKOLLUEHHBLIMW KpasiMu, Ha OQHOW CTOPOHE
TabneTtku BoirpaBupoBaHo «5L» no obe

CTOPOHbI pa3aenuTenbHON PUCKH,
npakTuyeckn 6e3 3anaxa.

NOYTU HEOLLYTUMbIVA
Okono 7,0 mm
Okono 2,5 mm

He 6onee 15 MuHyYT (6 OTAENbHbIX
3HaAYEHUN).

He meHee yem 25 N

He meHee yem 25 N

He meHee yem 25 N

Ycnosue A (n=10 TabneTok)
OtpenbHble 3HaveHns (%)

Ycnosue A (n=10 TabneTok)

Honyctumoe 3HaveHune (k=2.4) AOMKHO

ObITb He bonee yem 15,0

CooTBeTcTBYET CTaHOapTy

Oenbdapm
Penmc
Ctpanuua: 2

HaneyaTtaHo: 3/04/20

Hata npousBoacTea: 20/09/19

Cpok rogHocTtu: 09 2022

PesynbTtat

CootBeTtcTBYET

CootBeTtcTBYET
7,0 Mm

2,3 MM
CootBeTtcTBYET
OTaenbHble
3HaYeHus:

3 3 4
4 4 4

CooTeeTcTByeT ::
97.4 102.6 100.5
96.2 97.7 100.7
98.1 989 100.5
99.7

4,6

CootBeTtcTBYET



CepTtucukat cooTBeTCTBMSA U aHanNu3a

HasBaHue nekapcTBeHHOro

cpeacrtBa:
ApTukyn Ne :314867
Homep cepun : 191200
Homep cepun : 191200
HepacacoBaHHOIO

npoaykta

TecToBas cneyundukaumsa Ne:

MpounssoacTeeHHas cneuudukaumns Ne:

UcnbiTaHue

WoeHTudukauyma DA 1773
(BIXKX)

KonnyectBeHHOe onpefeneHve
DA 1773 (B3XX)

lMocTopoHHMe npumecu: DA 1773
Ha C-La 401 Na (B3>KX)

lMocTopoHHMe npumecu: DA 1773
Ha La 96 (B3OXKX)

MocTopoHHME NpUMECH:
oTaenbHble HEN3BECTHbIe
NOCTOPOHHME NpUMeck (BIXKX)

nOCTOpOHHI/Ie npumMecu: cymma
BCEX NMOCTOPOHHUX npmmeceﬁ
(BIXKX)

FyrTanakc Tabnetku 5 mr
Poccuiickaa ®enepauus
Kop knueHTta/Bepcus: 651985 - 006

78823 _P510AI0301: kpome TecTa
«BHELLHWI BNO»

HO BB-PEI-0807826 Bepcusa 2.0:
TOMbKO AN TecTa «OonucaHme»

78823 _P520ai0101
78823_P330A10105

Cneuundomkauyumsn

CooTBeTcTBYET CTaHAApPTYy

4,75 - 5,25 mr/Tab.

He 6onee 4yem 0,5 %

He 6onee 4em 0,2 %

He 6onee 4yem 0,2 %

He 6onee yem 1,0 %

Oenbdapm
Penmc
Ctpanuua: 2

HaneyaTtaHo: 3/04/20

Hata npousBoacTea: 20/09/19

Cpok rogHocTtu: 09 2022

PesynbTtat

CootBeTtcTBYET

4,76 mr/Ta0b.

<0,10 %

<0,10 %

<0,10 %

<0,10 %

MpumeyaHus:

OueHka: CooTBeTcTBYET Ccneyundukaumm

Data aHanusa:  3/04/20 Mopnuck

AHanma Ne: 389616 KoHTponb kayecTBa

Estelle WAGNER
<nognucb>
07 ANP 2020




APPENDIX TO CERTIFICATE OF ANALYSIS

(Cover Letter Guttalax tab_78823)

Product Name: GUTTALAX TABLETS 5MG
Batch Number: 191200

GMID: 651985

Manufacturing Date: 20/09/2019

Expiry Date: 09/2022

Reference number to MA registered in Russia:  LP-000834

Name of API (INN): Sodium Picosulfate
Name of API manufacturer: BIDACHEM SPA.

Address of manufacturing site:  Strada Statale 11 Padana Superiore No. 8
Italy-24040 Fornovo San Giovanni, Bergamo

The parameters “Loss on drying”, “Dissolution”, "Divisibility of tablets”, and “Microbiological quality” may
be absent in the certificate of analysis, but these tests are carried out on at minimum 2 batches per year.

Labelling is in full compliance with the last approved version of packaging and leaflet artworks. Packaging
is in full compliance with the Normative Document specification and variable information is located in
corresponding fields.

I hereby certify that this batch is tested for all quality tests indicated in the Normative Document
specification (except for tests which are not controlled at the plant, e.g. abnormal toxicity, or periodically
controlled tests).
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Site Web: www.delpharm.com E-Mail: reims@delpharm.com
S.A.8. au capital de 5.022.000 € - RCS Reims 503 653 818



Certificate of Conformance and Analysis

Product

Customer code - Version:

Active Ingredient(s):

Article No.:

Batch/Lot No.:

Bulk Batch No

N° of Manufacturing Authorization:

EudraGMDP Document Reference No.:

Manufacturing specification:

Testing specification:

Date of Manufacture:

Expiry Date:

Batch quantity released:

&

DELPHARM
Resims

Certificate of Conformance
Page: 1
Printed on:3/04/2¢
GUTTALAX TABLETS 5MG
RUSSIAN FEDERATION
MARKETING AUTHORIZATION No.: LP-000834

50 TUBE

651985 - 006

SODIUM PICOSULPHATE MONOHYDRATE 5MG/TABLET

314867

191200

191200

M 15/292

71582

78823_P330AI0105
78823_P510AI0301:except"Description"test
ND VV-REG-0807826 version 2.0 : only for "Appearance" test
78823_P520ai0101

09 2019

09 2022

24,570 UN

Certification statement:

"I hereby certify that the above information is authentic and accurate and that all the manufacturing stages
of this batch of finished product have been carried out in full compliance with the GMP requirements of the
Tocal Regulatory Authority. the EU and with the requirements of the Marketing Authorization(s) of the

destination country/countries.
found to be in compliance with GMP. Any deviations have been assessed and closed prior to batch redgIds
The batch has been released by a Qualified Person” >

The batch processing, packaging and analysis records have been reviewed and

Qualified Person
Signature JulieD E

0.5-4¥7T020

Deipharm Reims
10 Rue Colonel Charbonneaux
51100 Reims, France



Certificate of Conformance and Analysis LO

DELPHARM
Reims

Product Name : GUTTALAX TABLETS 5MG RUSSIAN FEDERATION Page: 2

Article No. .: 314867 Customer code - Version: 651985 - 006 Printed on:3/04/20

Batch/Lot No.: 191200

Bulk Batch No: 191200

Testing Specification . 78823_P510AI0301:except"Description"test Date of Manufacture: 20/09/19
ND VV-REG-0807826 version 2.0 : only for ‘"Appearance" test
78823_P520ai0101

Manufacturing Specification No.: 78823_P330AI0105 Expiry Date .. . 09 2022
Tests Specifications Results
Appearance White color, round, flat faced, Conforms

chamfered edge, tablets, engraved with
"BL" on either side from the break line
on one surface, practically odorless

Odour Almost imperceptible Conforms
Dimensions: Diameter About 7.0 mm 7.0 mm
Dimensions: Thickness About 2.5 mm 2.3 mm
Disintegration time NMT 15 minutes (6 single values) Conforms
Individual values:
3 3 4
4 4 4
Resistance to crushing: mean Not less than 25 N 37 N
Resistance to crushing: maximum Not Tess than 25 N 44 N
Resistance to crushing: minimum Not less than 25 N 35N
Uniformity of dosage units Requirement A (n=10) Conforms

Individual Values (%)
Individual values:
97 .4 102.6 100 .5
96.2 97.7 100.7
98.1 98.9 100.5
99.7

Uniformity of dosage units Requirement A (n=10) 4.6
The acceptance value (k=2.4) must not

be greater than 15.0

Identification DA 1773 (TLC) Corresponding to standard Conforms




Certificate of Conformance and Analysis

DELPHARWM

Beoims
Product Name : GUTTALAX TABLETS 5MG RUSSIAN FEDERATION Page: 3
Article No. .: 314867 Customer code - Version: 651985 - 006 Printed on:3/04/20
Batch/Lot No.: 191200
Bulk Batch No: 191200
Testing Specification . . .: 78823_P510AI0301:except"Description”test Date of Manufacture: 20/09/19
ND VV-REG-0807826 version 2.0 : only for "Appearance” test
78823_P520a10101
Manufacturing Specification No.: 78823 _P330AI0105 Expiry Date . . .1 09 2022
Tests Specifications Results
Identification DA 1773 (HPLC) Corresponding to standard Conforms
Active ingredient content: DA 1773 4.75 - 5.25 mg/tab. 4.76 mg/tab.
(HPLC)
Degradation products: Degraded DA 1773 Not more than 0.5 % <0.10 %
to C-La 401 Na (HPLC)
Degradation products: Degraded DA 1773 Not more than 0.2 ¥ < 0.10 %
to La 96 (HPLC)
Degradation products: Each individual Not more than 0.2 ¥ <0.10 %
unspecified degradation product (HPLC)
Degradation products: Sum of all Not more than 1.0 % < 0.10 %

degradation products (HPLC)

Date of Analysis : 3/04/20
No. of Analysis : 389616

Signature
Quality Control

Lstelle WAGNER

07 AVR. 2020




	651985_191200_Гутталакс табл №50
	651985_191200

