CepTI/I(l)I/lKaT COOTBETCTBHMA U aHaAJIN3Aa D
DELPHARM
Reims

Ceprudukar cOOTBETCTBUS
Crpanwuna 1
Jara meuatu:23/10/25
B: 10:56:58
IIponyxr: I'VTTAJIAKC
Poccutickas ®enepanus
Perucrpanmonnoe ynocrosepenne Ne: JIIT-Ne(005920)-(PI'-RU)

50 mT.- TyOa
Kon 3aka3zuuka / Bepcus 859757-005

JlelicTayione BeimecTsa HATPUS IMKOCYJIb®AT MOHOTUJIPAT Smr/tabnerka

Aptukyn Ne: 323535

Ne mapTun/cepun 251411

Ne cepuu Oanka: 251411

Ne JInnensun npousBoacTBa: 2023 263 1 2

Ne Ceprudukara: 2023 HPF FR 136

IIpouseoacrteennas cueruduramus:  VV-QUAL-0323927 5.0

TecroBas cnerudukammst No: VV-QUAL-0405231 5.0
[laTa mponsBozacTBa: 08 2025

JlaTa okOHUaHUS cpoKa FOJHOCTH: 072028

Pa3mep BrImyIieHHOM cepun: 22.576 EX.

CeprudukallnoHHOE 3asBJICHUE:

«HacrosmuM moATBepK1at0, 4TO BBINICYKAa3aHHAS MH(POPMAIHS SBISICTCS JIOCTOBEPHON U TOYHOHM U YTO
BCE 3TaIbl IPOU3BOJICTBA ATOW CEPUH TOTOBOHN MPOIYKIMK OBUIM BBHITTOJHEHBI B TIOJTHOM COOTBETCTBUU C
TpeboBarmsiMu GMP MecTHBIX perymupyommx opraHoB, EC u TpeOoBaHUSAMH, COACPKAITUMHUCS B
PETUCTPAIIMOHHOM yIOCTOBEPEHUH CTPaHBI/CTpaH Ha3Ha4YeHUs. JIOKyMEHTbI, Kacaroluecs IPOU3BOJICTRA,
YIaKOBKHU W aHAJIM3a CEPUH, OBLIN MPOBEPEHBI M MPU3HAHBI COOTBETCTBYOMIUME TpeboBanusm GMP. Tlo
(akTy mMOOBIX OTKIOHEHWH OblIa MPOBEJCHA MPOBEPKA, BOMPOCH OBUIH 3aKPBITHI IO BBITyCKA CEPHHL.
Cepus ObLia BBITyIIEHA YIIOTHOMOYESHHBIM JIHIIOM).

VY10IHOMOYEHHOE JIUIO Melanie HUYNH
IToamuce onen>
Delpharm Reims 24 OKT. 2025

10 Rue Colonel Charbonneaux
51100 Reims. ®panmms



Ceprudukar COOTBETCTBHUS M AHAJIU3A

Hazpanue : TYTTAJIAKC

MPOAYKTA: POCCUUCKASA ®EAEPALINA

IIponyxt Ne : 323535 Kon 3aka3uuka / Bepcus 859757-005
Ne maptun/cepun 251411

Ne cepum Oanka: 251411

TecroBas cneundukanus: VV-QUAL-0405231 5.0

[IpousBoacreennas cneundukanust Ne: VV-QUAL-0323927 5.0

TToka3zaTens

Hopwma

%)

DELPHARM
Reims

Crpanuna: 2
Jata neuatu: 23/10/25

B: 10:56:58

Jara
npousBozacTea: 22/08/25

Cpok roguoctu: 07 2028

PesynbTar

Onucanue

Pa3M€pBIZ ANaMETp

Pa3M€pBIZ TOJIIMHA

Bpems pacnana:

TBeprocTs: cpenHee 3HaUECHHE
TBepAOCTh: MaKCUMaJIbHOE 3HAUCHHUE
TBepAOCTh: MUHUMAJIEHOE 3HAYCHHE
OOHOPOIHOCTE TO3UPOBAHUS

OOHOPOIHOCTE TO3UPOBAHUS

IMommanrocTs (TCX)- Hatpus
nmukocyibdat (DA 1773)

Benrie, kpyribie,

TIOCKOIMIITMHAPWIECKHE TA0JIETKH CO

CKOIICHHBIMU KpasiMHU, Ha OIHOM
CTOPOHC TabIeTKU BBII'PaBUPOBAHO

CooTBeTCTBYET

«5L» o 06€e cTOpOHBI pa3IeINTEeIIBHON

PHUCKH.
Oxouo 7,0 Mm

Oxkouo 2,5 Mm

TpeboBanue A (n=6) TabIeTOK

<= 15 muH.

TpeboBanue B (n=6+ 12 TabieTok)
He menee 16 <= 15 muH.

He menee uem 25 N

He menee uem 25 N

He menee uem 25 N
TpeboBanue A (n=10)
OtnenbvHble 3Ha4YeHUS (%)

TpeboBanue A (n=10)
IIpuemnemsrii pesynbTat (k=2.4)
JIOJOKEeH ObITh He Ooree 15.0

COOTBETCTBYET CTAHIAPTY

7,0 MM

2.4 MM

CoOTBETCTBYET

OTaenpHbIE 3HAYCHUS

2 4 4
5 7 7
44N

54N

37N
CooTBeTcTBYET

OTI[CJ'IBHBIC 3HAYCHMUA:

99,6 100,2 98,7
98,7 100,1 103,0
101,4 98,9 98,0
101,0

3,6

CoOTBETCTBYET



Ceprudukar COOTBETCTBHUS M AHAJIU3A

Ha3zBanue : TYTTAJIAKC
MPOAYKTA: POCCUUCKASA ®EAEPALINA
IIponyxt Ne : 323535 Kon 3aka3uuka / Bepcus 859757-005

Ne maptun/cepun 251411
Ne cepum Oanka: 251411
TectoBas cnerudurarms: VV-QUAL-0405231 5.0

[IpousBoacreennas cneundukanust Ne: VV-QUAL-0323927 5.0

S

DELPHARM
Reims

Crpanuna: 3
Jata neuatu: 23/10/25

B: 10:56:58

Jara
npousBozacTea: 22/08/25

Cpok roguoctu: 07 2028

ITokazarenn Hopwma PesynbTar
HommuunocTs (BOXKX)- Hatpus Coo0TBETCTBYET CTaHAAPTY CooTBeTcTBYET
nmukocyibdat (DA 1773)

KosuuecTBeHHOE OIpeIeieHuE: 4,75 - 5,25 mr/Tab. 4,99 mr/Tad.
Hatpus nukocynspat DA 1773 (BOXKX)

IToctoponnue npumecu: C-La 401 Na He 6onee wem 0,4 % <0,10 %
(BOXX)

[ocroponnne npumecu: La 96 (BDXKX) He Gonee uem 0,1 % <0,10 %
[TocTopoHHME pUMecH: OTAENIbHBIE He 6onee wem 0,2 % <0,10 %
HEHM3BECTHBIE TIOCTOPOHHHUE MTPUMECH

(BOXX)

ITocTopoHHME IpUMECH: CyMMa BCEX He 6onee wem 1,0 % <0,10 %

nocTopoHHHX npumMecei (BOXX)

TIpumeuanus:

OreHKka: COOTBETCTBYET HOPMaM CIIeLUPUKALINN

Jlata aHanmsa :23/10/25  Tloamuck
Homep ananmmza 1460381 KonTtpoibs kagecTBa

AUDE POITRINE
23 OKT 2025



Certificate of Conformance and Analysis LD

Product:

Customer code - Version

Active Ingredient(s):

Article No.:

Batch/Lot No.:

Bulk Batch No

N° of Manufacturing Authorization:

Certificate Number:

Manufacturing specification

Testing specification:

Date of Manufacture

Expiry Date:

Batch quantity released:

DELPHARM
Reims

Certificate of Conformance
Page: 1
Printed on:23/10/25
at:10:56:58
GUTTALAX
RUSSTAN FEDERATION
MARKETING AUTHORIZATION No:LP-No(005920)

- (RG-RU) 50-TUBE

859757 - 005

SODIUM PICOSULPHATE MONOHYDRATE 5MG/TABLET

323535
251411

251411

2023 263 1 2
2023 HPF_FR_136

VV-QUAL-0323927 5.0

VV-QUAL-0405231 5.0

08 2025

07 2028

22,576 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
local Regulatory Authority, the EU and with the requirements of the Marketing Authorization(s) of the
destination country/countries. The batch processing, packaging and analysis records have been reviewed and
found to be in compliance with GMP. Any deviations have been assessed and closed prior to batch release

The batch has been released by a Qualified Person™.

Qualified Person Mélanie Huynh ,

/

Signature y 4/ J
2 A UCT. 2[]25 |____:-/___'-,‘;.z.‘_,;.L/[f/

Delpharm Reims
10 Rue Colonel Charbonneaux
51100 Reims, France



Certificate of Conformance and Analysis

RUSSIAN FEDERATION
Customer code - Version: 859757 - 005

Product Name : GUTTALAX
Article No. .: 323535
Batch/Lot No.: 251411
Bulk Batch No: 251411

2,

DELPHARM
Reims

Page: 2
Printed on:23/10/25
at:10:56:58

Testing Specification . : VV-QUAL-0405231 5.0 Date of Manufacture: 22/08/25
Manufacturing Specification No.: VV-QUAL-0323927 5.0 Expiry Date : 07 2028
Tests Specifications Results
Description White, round, flat tablets with Conforms
bevelled edges; one side marked
"5L/breakline/5L"
Dimensions: Diameter About 7.0 mm 7.0 mm
Dimensions: Thickness About 2.5 mm 2.4 mm
Disintegration time Requirement A (n=6) Conforms
Not more than 15 min
Requirement B (n=6+12 further tablets)
At Teast 16 values: Not more than 15 min
Individual values:
2 4 4
5 7 7
Resistance to crushing: mean Not Tess than 25 N 44 N
Resistance to crushing: maximum Not Tess than 25 N 54 N
Resistance to crushing: minimum Not Tess than 25 N 37 N
Uniformity of dosage units / Content Requirement A (n=10) Conforms
uniformity (Spectrophotometry) Individual Values (%)
Individual values
99.6 100.2 98.7

Uniformity of dosage units / Content Requirement A (n=10)
uniformity (Spectrophotometry)

be greater than 15.0
Identification (TLC)-Sodium picosulfate Corresponding to standard

(DA 1773)

The acceptance value (k=2 .4) must not

98.7 100.1 103

101.4 98.9 98
101

3.6

Conforms



2

DELPHARM

Certificate of Conformance and Analysis

Reims
Product Name : GUTTALAX RUSSIAN FEDERATION Page: 3
Article No. .: 323535 Customer code - Version: 859757 - 005 Printed on:23/10/25
Batch/Lot No.: 251411 at:10:56:58
Bulk Batch No: 251411
Testing Specification . : VV-QUAL-0405231 5.0 Date of Manufacture: 22/08/25
Manufacturing Specification No.: VV-QUAL-0323927 5.0 Expiry Date . .. 07 2028
Tests Specifications Results
Identification(HPLC)-Sodium picosulfate Corresponding to standard Conforms
(DA 1773)
Active ingredient content: Sodium 4.75 - 5.25 mg/tab 4.99 mg/tab

picosulfate (DA 1773) (HPLC)

Degradation products: C-La 401 Na (HPLC) Not more than 0.4 % <0.10 %
Degradation products: La 96 (HPLC) Not more than 0.1 % < 0.10 %
Degradation products: Any unspecified Not more than 0.2 % <010 %
degradation product (HPLC)

Degradation products: Total degradation  Not more than 1.0 X% <010 %

products (HPLC)

Date of Analysis : 23/10/25 Signature
No. of Analysis . 460381 Quality Control
AUDE POTRINE 1\ |

23 0CT. 2025






