UNCONTROLLED COPY Issued On 12-04-2024

Dr.Reddy’s ":‘

CERTIFICATE OF ANALYSIS
CEPTUDOUKAT AHAJIM3A

Product : Telsartan H (Hydrochlorothiazide+Teimisartan) Tablets 12.5 mg+80 mg
Hpoayxr: Tencapran® H (ruapoxnopotuasuatrenmucapran) Tabnetku 12,5 Mr+80 mr

Market / Poinok

: Russia / Poccus

Batch No. / . Batch Quantity / . 650000 tab/

Cepus Ne + 2403769 Pa3zmep cepun " 650000 Tab

Analytical Repovrt No. / . 890001728874 Date of Analysis / . 30/03/2024
AHanuTHyeckuii oTuet Ne JlaTa ananu3sa

Date of Manufacture / . 09/02/2024 Date of Expiry / . 31/01/2026

JlaTa npon3BoacTsa T'onen no

Mfg. License No. /

Tlpou3BoacTBeHHAs! : S9/RR/AP/97/F/R MA number: / Homep PY : JIII-Neo(001632)-(PI'-RU)
nuuensus Ne

Analysis performed according ND / Asanus nposeaen no HA: JIII-Ne(001632)-(PT-RU)-040823

Pagelof 7/Crp. 1 u3 7

No |Test / Iloka3zaTenn

Result / Pe3yabTaThl

Specification / Hopma

I |Description / Onucanne

Oval biconvex bilayered tablets with
light pink layer on one side and white
layer with possible pink patches on the
other side with break line and 'T" & '2'
debossed on either side of break line. /
OBanbHOi (HOPMbI, ABOSKOBBINYKIIbIE,
JIByXCJIOMHbIE TabNeTKH, OJMH CIOH
CBETJIO-PO30BOI0 UBETA, APYroil cnoi
fesoro uBeta ¢ BO3MOXHBIMH
BKparjeHus MU po3oBoro ugera. Ha
Oenoli NOBEPXHOCTH TabNeTOK HMeeTCs!
pucka W ThucHeHus «T» u «2» Mo
pasHble CTOPOHBI OT Hee.

Oval biconvex bilayered tablets with light
pink to pink layer on one side and white to off
white layer with possible pink patches on the
other side with break line and 'T' & "2
debossed on either side of break line. /
OBansHok hopmel, JIBOSIKOBBIMYKJIbIE,
JBYXCNOiiHble TabneTku, OOWH CJHOH OT
CBETJIO-PO30BOTO A0 PO30OBOTO LIBETA, APYroH
cyioli ot Genoro mo moutu 6eyoro yBeTa ¢
BO3MOXXHBIMH  BKpaljieHHSIMH  PO30BOTIO
neeta. Ha ©Oenoil moBepxHocTH Tabnerok
uMeeTcsl pucka W TucHenus «T» u «2» no
pa3Hble CTOPOHEI OT Hee.

Remarks : The Product confirms to ND/

IIpumeuanne: [lpoaykT cooTBeTcTBYET TpeboBaHuaM H ]|

Conclusion : APPROVED /
3axmouenne: OJOBPEHO

Prepared by / é;ﬂ Checked by / Approved by: Manager/Executive /

[TonrotoBnexo: HpOBepeHo:C\I_/ﬁt_i_/ Onobpeno: MeHeﬂ)KEE / PyKoBORMTE
i / = _,/'

Date / (Qroqrzo%{ Date / = Date / VL -04 -~y

Hara: Hara: 12 out-2024 Hara:




UNCONTROLLED COPY Issued On 12-04-2024

Dr.Reddy’s ":‘

CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJIM3A

Product : Telsartan H (Hydrochlorothiazide+Telmisartan) Tablets 12.5 mg+80 mg
IIpoayxr: TencapTaH® H (ruppoxnopotnazuattenmucaprad) tabnetky 12,5 mr+80 mr

Market / Puinok

: Russia / Poceus

Batch No. / . Batch Quantity / . 650000 tab/

Cepust Ne » £2403769 Pa3smep cepun © 650000 Tad

Analytical Repourt No. / . 890001728874 Date of Analysis / . 30/03/2024
AHanguTHYecKHii oTueT No JlaTa ananu3a

Date of Manufacture / . 09/02/2024 Date of Expiry / . 31/01/2026

JlaTa npou3BoAcTBA T'onen no

Mfg. License No. /

IIpou3BoACTBEHHAS ¢ S9/RR/AP/97/F/R MA number: / Homep PY : JIII-Ne(001632)-(PT-RU)
auneHsust No

Analysis performed according ND / Anasu3 nposeaen no HJ: JIII-Ne(001632)-(PT-RU)-040823

Page2of 7/Ctp.2 m37

Bpemena ynepxuBaHusl OCHOBHbBIX
NMKOB Ha XpOMartorpaMmme
UCIIBITYEMOIO pacTBOpa
COOTBETCTBYIOT BpeMeHaM
YIEpP>KUBaHHUSI OCHOBHBIX NUKOB Ha
XpOMaTorpaMMe pacTBopa
CTaHJapTHLIX 00Pa3LIOB TEIMUCApTaHA
U TUAPOXJIOPOTHA3N A (pa3aen
«KonuyecTBeHHOE ONpPEEICHUER).

Ne [Test/ IlokazaTenn Result / PesyabTaThl Specification / Hopma

2 |Identification / The retention time of the main peaks |The retention times of the main peaks in the
Hpesrndukanus in the chromatogram of the test chromatogram of test solution should
telmisartan and solution correspond to that in the correspond to those in the chromatogram of
hydrochlorothiazide / chromatogram of Telmisartan and Telmisartan and Hydrochlorothiazide
TeJIMHCAPTAH N Hydrochlorothiazide reference reference standards solution (section
THAPOXJIOPOTHA3U/ standards solution (section "Assay"). /|"Assay"). /

BpemeHa ynepxk1BaH1isi OCHOBHbIX TNKOB Ha
XpOoMaTorpaMMe HCHbITYEMOro pacTBopa
JIOJKHBI COOTBETCTBOBAThH BpEMEHaM
yJep>KUBaHNs OCHOBHbIX MTUKOB Ha
XpoMaTorpaMMme pacTBOpa CTaHAapTHbIX
06pa3uoB TenMucaprTana u
THAPOXJIOpOTHA3UAA (pa3ien
«KonnuecTBeHHOE OnpeseneHne»).

3 |Disintegration time / 07 min /07 mun Not more than 15 min/
Pacnapgaemocts He 6onee 15 muH.
4 |Dissolution / PactBopenne

Telmisartan / Tenmucaptan Unit-1/ Ta6n.-1 99 % Not less than 75 % (Q) of the labeled amount
Unit-2 / Tabn.-2 101 % of C33H30N4O; (Telmisartan) in 45 min. /
Unit-3 / Tabn.-3 101 % He menee 75 % (Q) OT HOMHHANBLHOTO
Unit-4 / Tabn.-4 100 % cozpepkanus Cs3HzoN4Os (Tenmucapran)
Unit-5 / Ta611.-5 102 % uyepes 45 MuH.
Unit-6 / Tabn.-6 102 %

Hydrochlorothiazide / Unit-1/ Tabn.-1 103 % Not less than 75 % (Q) of the labeled amount

I'nppoxnopoThasia Unit-2 / Tabn.-2 100 % of C7HsCIN;04S: (Hydrochlorothiazide) in
Unit-3 / Ta6a.-3 98 % 45 min. /

Remarks : The Product confirms to ND/
Ipnmeyanne: IponykTt coorBeTcTBYET Tpeboannam HJI

Conclusion : APPROVED /
3akmouenue: OJJOBPEHO

Prepared by / ¢_ﬁg
IToarorosneHo:

Checked by /

[TpoBepeHo: @ ) f

Approved by: Manager/Executive /
OpnobpeHo: Menemxep / PykoBoanTens

Date /
Hara:

10O\~ 20 Y

Date /
Hara:

(2 ~008-2024

Date /
Jara:

VL~ 0y ety




UNCONTROLLED COPY Issued On 12-04-2024

Dr.Reddy’s Q':'

CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIM3A

Product : Telsartan H (Hydrochlorothiazide+Telmisartan) Tablets 12.5 mg+80 mg
Hpoayxr: Tencapran® H (ruapoxaopoTuasyua+tenMucapran) Tabnetku 12,5 mr+80 mr

Market / Poinok : Russia / Poccus

Batch No. / . Batch Quantity / . 650000 tab/

Cepus Ne alESEE Pa3mep cepun © 650000 Tad

Analytical Repovrt No. / . 890001728874 Date of Analysis / . 30/03/2024
ApanuTndecknii oTueT Ne JlaTa ananuza

Date of Manufacture / . 09/02/2024 Date of Expiry / . 31/01/2026

JaTa npou3BoAcCTBa T'onen no

Mfg. License No. /

Ilpou3BoOACTBEHHAR : S9/RR/AP/97/F/R MA number: / Homep PY : JIII-Ne(001632)-(PI"-RU)
JanueH3us No

Analysis performed according ND / Ananu3 nposenen no HJ: JIII-Ne(001632)-(PI'-RU)-040823

Page3of 7/Crp.3n37

Ne |Test / Iloka3zaTean

Result / Pe3yabTaThl

Specification / Hopma

He meHee 75 % (QQ) OT HOMUHANLHOTO
coaepxannsg C7HgCIN:O4Sy

Unit-4 / Tabn.-4 96 % -
Unit-5/ Tabn.-5 100 %
Unit-6 / Tabn.-6 98 %

(ruapoxnopoTruasun) yepes 45 MHH.

5 |Impurities / Ilpumecn

Telmisartan / Tenmucapran
Impurity A / Tlpumecs A

Impurity B / I[Ipumecs B

Impurity D / IIpumecs D
Impurity TMS1/
Ipumecs TMS]

Dimer acid impurity /

JuMepHOil KMCIOThI

Chloro analogue impurity /
Xnopo aHasnora

Below LOQ (LOQ = 0.003 %) / Huxe
npenena KONUUECTBEHHOTO ONpeaeieH s

(TIKO = 0,003 %)
Below LOQ (LOQ = 0.007 %) / Huxe
npenena KoOJIM4ECTBEHHOT O ONnpeacjJjeHus

(ITKO = 0,007 %)

0.01%/ 0,01%

Below LOQ (LOQ = 0.008 %) / Huxke

npeaena KoJMUeCTBEHHOrO
onpenenenus (ITKO = 0,008 %)

Not detected / He oOHapykeHa

0.01%/0,01%

Remarks : The Product confirms to ND/
ITpnmeuanue: ITpojykT cooTBeTcTBYET TpeboBaHusaM HJ|

Conclusion : APPROVED /
Zaxnwouenne: OJJOBPEHO

Prepared by /
[MoarotosneHo:

A

Checked by /

I"Iponepem‘ﬁ_?.l ~f

Approved by: Manager/Executive /
OnodpeHo: MeHemxkep / PykoBoanTesb

;/’

Date /

- 2024,
Hara: ]7,"0(( (

Date /
Jara:

(2 ~ 0L -202¢44

Date /

Jara: Sl =05 R

Not more than 0.20 % / He 6onee 0,20 %

Not more than 0.20 % / He 6onee 0,20 %

Not more than 0.20 % / He Gonee 0,20 %

Not more than 0.20 % / He 6onee 0,20 %

Not more than 0.20 % / He 6onee 0,20 %

Not more than 0.20 % / He 6onee 0,20 %




Dr.Reddy’s Q':°

UNCONTROLLED COPY Issued On 12-04-2024

CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIU3A

Product : Telsartan H (Hydrochlorothiazide+Telmisartan) Tablets 12.5 mg+80 mg
MNpoayxr: Tencapran® H (ruapox1opoTHasua+Tenmucaptan) Taénetkn 12,5 Mr+80 mr

Market / Poinor

: Russia/ Poccus

Batch No. / . Batch Quantity / _ 650000 tab /

Cepust Ne + 2403769 Pasmep cepun © 650000 Tab

Analytical Repovrt No. / . 890001728874 Date of Analysis / . 30/03/2024
AHaauTnvecknid oTyer No JlaTa aHanusa

Date of Manufacture / . 09/02/2024 Date of Expiry / . 31/01/2026

JaTa npousBoacTBa Tonen no

Mfg. License No. /

TlpousBoacTBeHHAS : 59/RR/AP/97/F/R MA number: / Homep PY : JI[1-Ne(001632)-(PT-RU)
Jnuensns Ne

Analysis performed according ND / Ananmn3 nposeaen no HA: JITI-Ne(001632)-(PI'-RU)-040823

Page4of 7/ Ctp. 4137

Ne

Test / IlokazaTenn

Result / Pe3yabTaThl

Specification / Hopma

Any unspecified impurity /
Enynnunas
HenaeHTHGupoBaHHas
npUMech

Total impurities /
CyMMa npumeceit

Below LOD (LOD = 0.017%) / Huxe
npeaena ooHapysxenus (IO = 0,017 %)

0.04%/ 0,04%

Not more than 0.20 % / He 6onee 0,20 %

Not more than 1.0 % / He 6onee 1,0 %

Hydrochlorothiazide /
T'uapoxnopoTHasua

Impurity A / Tlpumecs A

Impurity B / IIpumecs B

Impurity C / Ilpumecs C

Any unspecified impurity /
Envnnynas
HeuaeHTH P poBaHHas
npuMech

Total impurities /
Cymma npumecei

Not detected / He obHapykeHa

Below LOQ (LOQ = 0.017 %) / Huske
npeuena KOJIMYECTBEHHOTI'O ONPEALNIEHHA
(TIKO = 0,017 %)

Below LOQ (LOQ = 0.03 %) / Hixe
Npenena KoJMYeCTBEHHOrO OTIpeaesieH sl

(TTKO = 0,03 %)

Below LOD (LOD = 0.034%) / Huxe
npeaena odHapyxeHus (ITO = 0,034 %)

0.03%/ 0,03%

Not more than 0.50 % / He 6onee 0,50 %

Not more than 0.50 % / He 6onee 0,50 %

Not more than 0.50 % / He 6o1ee 0,50 %

Not more than 0.20 % / He 6onee 0,20 %

Not more than 1.0 % / He 6onee 1,0 %

Remarks : The Product confirms to ND/
Ilpumeuanue: [Tponykt cooTBeTcTBYET TpeboBaHmsm HJI

Conclusion : APPROVED /
3akmwuenue: OJJOBPEHO

Prepared by /

AF

Checked by /

Approved by: Manager/Executive /

[ToaroTosnexo: ﬂposepeHo:@ % Ono6peHo: Menemkep / PykoBoauTens
, = 3
Date/ 9 pYy.- 20 24 Date / : Date /
L AT
Jara: ? Hara: [2 ~0U ~282¢4 Jara: e




UNCONTROLLED COPY Issued On 12-04-2024

Dr.Reddy’s Q':'

CERTIFICATE OF ANALYSIS
CEPTUDOUKAT AHAJIU3A

Product : Telsartan H (Hydrochlorothiazide+Telmisartan) Tablets 12.5 mg+80 mg
Iponykr: Tencapran® H (ruapoxnoporvazpatrenmycapran) tabnetku 12,5 Mr+80 mr

Market / Poinok

: Russia / Poccus

Batch No. / . Batch Quantity / . 650000 tab /

Cepus Ne AC2A08060 Pazmep cepun 650000 Tab

Analytical Repourt No. / . 890001728874 Date of Analysis / . 30/03/2024
Anaautnyecknii oruer Ne JaTa anannsa

Date of Manufacture / . 09/02/2024 Date of Expiry / . 31/01/2026

JlaTa npou3BojcTBA I'onen ao

Mfg. License No. /

IlponsBoacTeennas : 59/RR/AP/97/F/R MA number: / Homep PY : JII1-No(001632)-(PI"-RU)
auueH3nst Ne

Analysis performed according ND / Anann3 nposeaen no HJI: JITI-Ne(001632)-(PT'-RU)-040823

PageS5of 7/Ctp.5u3 7

No

Test / IloxazaTens

Result / PezyabTaThl

Specification / Hopma

6 |Water content/ Conepsxanue |1.4% /1,4 % Not more than 6.0 % / He 6onee 6,0 %
BOJbI
7  |Uniformity of dosage units / OaqHOpoAHOCTb J03MPOBAHHBIX eIMHMIL
Telmisartan / TeaMucapran 2.1/2,1 The acceptance value (AV) should be less
than or equal to 15.0 / Ilokazarens
Hydrochiorothiazide / 4.0/4.0 npuemueMocTy (AV) nomkeH 6b1Th He OoJiee
['nppoxaopoTHasmul 15,0
8 |Microbiological purity* / MukpoGuoJjioruyeckasi Yncrora*
a) Total Aerobic Microbial Less than 10 CFU/g / Not more than 10° CFU/g /
Count / Obuiee yucno Menee 10 KOE/r He 6o0s1ee 10° KOE/r
a3poOHBIX MUKPOOPraHH3MOB
b) Total Combined Yeast and  |Less than 10 CFU/g/ Not more than 10° CFU/g /
moulds count / O6wee uncno  [Menee 10 KOE/r He 6osee 10 KOE/r
JPONOKEBbIX U TMIECHEBBIX
rpuboB
c¢) Escherichia Coli Absent in | gram / Shall be absent in 1 gram /
~_|OrcytctBYeTB 1 T OtcyTtcTBUE B I T
9 |Assay/ KoanuecrBeHHoe onpeaesieHne

Telmisartan / Tenmucaptas

Hydrochlorothiazide /
['mapoxnopotnazun

79.7 mg /79,7 mr

12.383 mg /12,383 mr

76.0 mg to 84.0 mg of C33H3N4O»
(Telmisartan) per tablet. /

Ot 76,0 mr no 84,0 mr Ci33H3oN.4O»
(TeaMucapTaH) B TabneTke.

11.875 mg to 13.125 mg of C;HzCIN;O4S
(Hydrochlorothiazide) per tablet. /

Ot 11,875 mr go 13,125 mr CsHsCIN;O4S,
(ruapoxJiopoTHasua) B TabneTke.

Remarks : The Product confirms to ND/
IIpumeuanue: [1poaykT cooTBeTcTBYET TpedoBaHuAM HJI

Conclusion : APPROVED /
3akmwouenne: OJJOBPEHO

Prepared by / ‘(;?Q, Checked by / Approved by: Manager/Executive /
TloaroTosaeHo: q ﬂposepeHO(\h /_id Onobpeno: Menemxkep / PykoBoanTesb
Date / 0 G-20 ZL/ Date / Date /

JaTa: (204 Jata: 12 ~0ce-2¢2¢¢ | Hara: VA 0Y ety




UNCONTROLLED COPY Issued On 12-04-2024

@
Dr.Reddy’s ‘;“

CERTIFICATE OF ANALYSIS

CEPTUDOUKAT AHAJIU3A

Product : Telsartan H (Hydrochlorothiazide+Telmisartan) Tablets 12.5 mg+80 mg
Mpoayxr: Tencapran® H (ruapoxnopotuasua+tenmucapran) Tabnerkn 12,5 Mr+80 mr

Market / Poinok

: Russia / Poccus

Batch No. / . Batch Quantity / . 650000 tab/

Cepus No + €2403769 Pasmep cepun " 650000 Tad

Analytical Repovrt No. / . 890001728874 Date of Analysis / . 30/03/2024
ApanuTnueckuii oruer No JIaTa aHaJn3a

Date of Manufacture / . 09/02/2024 Date of Expiry / . 31/01/2026

JlaTa npou3BoacTBa I'onen go

Mfg. License No. /

IpousBoACTBeHNAs : 59/RR/AP/97/F/R MA number: / Homep PY : JIIT-Ne(001632)-(PI'-RU)
aunensns Ne

Analysis performed according ND / Ananns nposeaen mo HJI: JITI-Ne(001632)-(PT'-RU)-040823

Page 6 of 7/ Ctp. 6 13 7

Ne [Test / IlokazaTean

Result / PesyabTaThl

[Speciﬁcation / Hopma

10 |Packaging / Onucanue

YIaKoBKH

7 tablets in a (PVC/AI/PA) foil/aluminum foil blister. 4 blisters and a patient
information leaflet (package insert) in a carton. /

Mo 7 Tabnetok B 6nmcrepe us (IIBX/AI/TIA) ponbru/antomunnesoii doneru. Io 4
OaucTepa BMecTe ¢ MHCTpYKLUHKEH 110 NpMMEHEHHIO (JIMCTKOM-BK/Ia/bILIEM) B UKy
KapTOHHYIO.

*Test is performed periodically (with the interval of 1 from 20 batches, or at least once a year). The test can be absent in the Certificate
of Analysis/ *TIpoBoanTcs NpoU3BOAUTENIEM NPH BHIMYCKe NEPHOINYECKH (C HHTEPBATIOM OAHa cepys u3 20 unu He menee 1 pasa B ron).
[Toxasarens MO#keT ObITh HE BKNIOUEH B CEPTU(HKAT aHANN3a QUPMBIL.

API name (INN) /

Hydrochlorothiazide /

Telmisartan /

Haumenosanne AOC (MHH): I'uppoxnopotnasun Tenmucapran
API manufacturer batch number / 20126HCRII ABQHO003070
Homep cepun nponspoautenst AOC:

FP Manufacturer API Batch number / FCPA00568 FCQAO1116

Homep cepun cyGcTanuun
npouspogurens I'JId:

API Manufactured by & country /
Hpounzpoantens ADC, cTpana:

Ipca Laboratories Limited, India /
Hnxka Jlabopatopus Jlumurtea, Muaus

Dr. Reddy’s Laboratories Ltd., India /
H-p Pepan’c Jlaboparopuc Jita.,
Vnnus

Name, address, authorization No for
FP manufacturing site / Control site /
Release site /

Haunmenopanue, agpec, JuLleH3Ms AJ1
IlpousBoacTBeHHAs NJoWARKA /

Survey No. 41, (Formulations Technical Operations - Unit-I1I), Bachupally
Village, Bachupally Mandal, Medchal Malkajgiri District., Bachupally (V),
Bachupally (M), Medchal - Malkajgiri (Dist.), Telangana State, India (license
No 59/RR/AP/9T/FIR) /

Yyactok Ne 41 (TlpouzsoactsenHoe noapasaenenne-111), bayynannu
Bunnanx, bauynannu Mangan, Menuan Mankamxrupu JJUCTpHKT,

Remarks : The Productamrms to ND/

IIpumeuanue: IpoaykT coorBeTcTBYET TpeboBaHusM HJT

Conclusion : APPROVED /
Jakmouenye: OJJOBPEHO

Prepared by / M Checked by / Approved by: Manager/Executive /

[loarorosneno: Hposepeno:@\ /\% Onobpeno: Menemxep / PykoBonuTens
e —

Date / 2o l- 2024 Date / ' Date /

Nara: > v / Tara: |2 0Lt ~2024 | TaTa: VL0~




UNCONTROLLED COPY Issued On 12-04-2024
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Dr.Reddy’s ‘p

CERTIFICATE OF ANALYSIS
CEPTUOHUKAT AHAJIM3A

Product : Telsartan H (Hydrochlorothiazide+Telmisartan) Tablets 12.5 mg+80 mg
Ipoayxrt: Tencapran® H (ruapoxnoporuasua+renmucapran) Tabaerku 12,5 Mr+80 mr

Market / Poinok : Russia / Poccus

Batch No. / . Batch Quantity / . 650000 tab /

Cepus Ne + £2403769 Pa3mep cepun © 650000 Tab

Analytical Repo:‘t No. / . 890001728874 Date of Analysis / . 30/03/2024
AHAJHTHYECKHIi oTueT Ne JlaTta aHaau3a

Date of Manufacture / . 09/02/2024 Date of Expiry / . 31/01/2026

JlaTa npou3BoacTBa T'oaen no

Mfg. License No. /

IIpou3BOACTBEHHAR : 59/RR/AP/97/F/R MA number: / Homep PY : JIII-Ne(001632)-(PT-RU)
anuensus Ne

Analysis performed according ND / Ananus nposeaen no HJI: JIII-Ne(001632)-(PT'-RU)-040823

Page 7 of 7/ Crp. Tu3 7

Bauynannu (B), bauynanu (M). Menuan-Mankamkripu (), wtat Tenanrana,
Wuans (nuuenzus Homep 59/RR/AP/97/F/R)

Declaration of certification: «I 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(s) in
full compliance with the GMP requirements of the Eurasian Economic Union and requirements to the medicinal
quality and with the specifications in the Marketing Authorization dossier of the importing country. Production,
packaging and testing records are verified and their compliance with Good Manufacturing Practice of the Eurasian
Economic Union is established».

3aknloueHne o coorBercrsuu: «HacToAMM 5 NOATBEPXKAAIO, YTO NPUBEAEHHAS BbIlLE HHPOPMaLUs SABASETCS
JIOCTOBEPHON M TOYHOI. DTa cepus MpOAYyKUMK Npou3BeleHa (BKIIOYash YMaKoOBKY (MapKHpPOBKY) U KOHTPOJb
KauecTBa) Ha BbllleyKa3aHHOM TIPOM3BOACTBEHHOH TmUuolaake (NJollafkax) B TOJHOM COOTBETCTBUM C
Tpeboranusmu [IpaBun Haanexaile#l NMpoU3BOJACTBEHHOW NMpakTHKH EBpa3uniickoro 3KOHOMHYECKOro coko3a M
TpeOOBaHMAMHU KOHTPOJIS KauecTBa JIEKAPCTBEHHbIX CPENCTB, & TAKKEe B COOTBETCTBMH €O cneuudukauusmi,
conepXKalllMMUCS B PErUCTPallMOHHOM A0Che CTpaHbl-UMIOpTepa. 3anucy No NpoU3BOACTBY, YIIAKOBKE U aHANU3Y
TIPOBEpPEHBI, U YCTAHOBIIEHO WX COOTBETCTBHE TpeOGoBaHusaM [IpaBun Haanexauieil npon3BOACTBEHHON NPaKTHKH
Erpazuiickoro 3koHOMHYECKOTO CO103a».

Remarks : The Product confirms to ND/
ITpumeuanne: Ilponykt cooTBeTcTBYET TpeboBaHusm HJL

Conclusion : APPROVED /
3akarwuenne: OJOBPEHO

Prepared by / ;)Q Checked by /
MMoaroTosneHo: [posepeHy:

b g

Approved by: Manager/Executive /

OnobpeHo: Menenxep / PykosonuTenb
s~

Date / 190 Y- 2028/ Date /

HaTa: Harta:

(2 ~0U-2024

Date /

Jara: SOl =8P






