Dr.Reddy’s ‘g’

CERTIFICATE OF ANALYSIS
CEPTUOHUKAT AHAJIM3A

Product : Telsartan H (HydrochlorothiazidetTelmisartan) Tablets 12.5 mg+40 mg
MpopykT: Tencapran™ H (rugpoxnopornasnitreamicapran) Tabnetku 12,5 Mr+40 mr

Market / Poinok

: Russia / Poccus

Junenzusa Ne

Batch No. / . Batch Quantity / . 400000 tab /
Cepus Ne = Pa3smep cepun " 400000 Tab6
Analytical Repo:‘t No. / . 890001777444 Date of Analysis / . 26/11/2024
AHaJauTHYeCKHiT oTyeT Ne JaTa anaan3a
Date of Manufacture / . 25/10/2024 Date of Expiry / . 30/09/2026
aTa POU3BOACTBA I'ogen o
Mfg. License No. /
IMponssoacTeennasn : 59/RR/AP/9T/F/IR MA number: / Homep PY : JIII-Ne(001632)-(PI"-RU)

Analysis performed according ND / Anamn3 nposeaen no HJL: JITI-Ne(001632)-(PT-RU)-040823

Pagel1of 7/Crp.1u37

Ne |Test/ ITokasaTein

Result / Pe3yabTaTsl

Specification / Hopma

1 |Description / Onucanue

Oblong biconvex shaped uncoated
bilayered tablets having light pink
layer on one side and white layer with
possible pink patches on the other side
with “T” & ‘1’ debossed on either side
of break line. / OsanwvHo#t opmsl,
JIBOSIKOBBITIYKJIBIE, JIBYXCJIOHHbIE
tabneTkd, OAWH CcHOW  CBemo-
pO30BOrO 11BETA, APYroi cioii Genoro
LIBETa C BO3MOXHBIMU BKPAIIEHHSIMU
pO30BOr0  IBETA. Ha  6eno#i
[OBEpXHOCTH  TabNeTOK  HUMeeTcs
pucka U THCHeHMS «I» u «1» mo
pa3HbIe CTOPOHEI OT Hee.

Oblong biconvex shaped uncoated bilayered
tablets having light pink to pink layer on one
side and white to off white layer with
possible pink patches on the other side with
“T” & “1” debossed on either side of break
line. / OBanbHOM (GOpMBI, NBOSKOBBILYKIIBIE,
JIByXCJIO/HbIe TaOJNETKH, OOUH CJIOH OT
CBETJIO-PO30BOrO JO PO30BOTO I[BETA, APYroi
cyoit ot 6eroro Ao mouTH 6€70ro IBETA C
BO3MOXXHBIMH BKPAIUICHUSIMH PO30BOTO
uBeta. Ha 6enoit moBepxHocTH Tabnerok
MMEETCs pUucka U THCHeHUs «T» U «1» mo
pa3HbIE CTOPOHBI OT HEE.

Remarks : The Product confirms to ND/
IIpumeuanue: [Tpoaykr c00TBeTj§f1Tpe6OBaHHﬂM HI
(+] P,

Conclusion : APPROVED /
3axiawouenue: OJOBPEHO

Prepared by / “F Checked by /

[TposepeHo: q"’_ N

~

e’

Approved by: Manager/Executive /
Onobpeno: Menemkep / PykoBorUTSHp ..
gk/

Date /
Jlara:

Date /
Jara:

=20~ 1l- 200244

Date /
Jlara:

20 \/W‘*q‘




Qo
Dr.Reddy’s Q;‘

CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIU3A
Product : Telsartan H (Hydrochlorothiazide+Telmisartan) Tablets 12.5 mg+40 mg
Nponykt: Tencapran® H (risipoxnopoTuasua+renviicapran) Tabaetku 12,5 Mr+40 mr
Market / Poisnok : Russia / Poccust
Batch No. / . Batch Quantity / . 400000 tab /
Cepus Ne FCEAiSaa] Pa3mep cepuu " 400000 Tab
Analytical Report No. / . 890001777444 Date of Analysis / . 26/11/2024
AHaJuTHYECKHI oTyeT No Jata ananuza
Date of Manufacture / . 25/10/2024 Date of Expiry / . 30/09/2026
aTa NpoOH3BOACTBA T'open oo
Mfg. License No. /
IpouzBoacTBeHHas : 59/RR/AP/97/F/IR MA number: / Homep PY : JIII-Ne(001632)-(PI"-RU)
JIMIEeH3HsT No
Analysis performed according ND / Ananmnz nporenen mo HJI: JITI-Ne(001632)-(PT-RU)-040823

Page2of 7/Crp. 2 m37

Ne |Test / IToxkazarean

Result / Pe3yabTaThi

Specification / Hopma

2 |Identification /
Haentuduxanus
telmisartan and
hydrochlorothiazide /
TeJIMHCAPTAH H

THAPOXJI0POTHAZH]

The retention time of the main peaks
in the chromatogram of the test
solution correspond to that in the
chromatogram of Telmisartan and
Hydrochlorothiazide reference
standards solution (section "Assay"). /
BpemeHa yaep)xuBaHus OCHOBHBIX
NIMKOB Ha XpoMaTtorpaMmme
UCTIBITYEMOTO pacTBOpa
COOTBETCTBYIOT BpEMEHAM
yIEpPKUBaHHsI OCHOBHBIX MTHKOB Ha
XpomarorpaMmme pactBopa
CTaHIApTHBIX 00pa3LiOB TeIMUCAPTAHA
U THAPOXJIOpOTHa3UAA (pa3nen
«KonuyecTBEHHOE OMpesieNieHne»).

The retention times of the main peaks in the
chromatogram of test solution should
correspond to those in the chromatogram of
Telmisartan and Hydrochlorothiazide
reference standards solution (section
"Assay"). /

BpeMmeHa ynep:xUBaHKs OCHOBHEIX IIHKOB Ha
XpOMaTorpaMMe HCIIBITYEMOrO pacTBOpa
JOJDKHBI COOTBETCTBOBATH BpEMEHAM
YJEpKHUBaHUS OCHOBHBIX IIMKOB Ha
XpOMarorpaMme pacTBOpa CTaHA2PTHBIX
00pa3LoB TeIMUCAPTAHA U
ruapoxyioporuazusa (pasaen
«KonuuecTBeHHOE ONpee/ieHHE).

Disintegration time /
PacnagaemocTb

7 min / 7 Mu=

Not more than 15 min /
He 6onee 15 muH.

4 |Dissolution / PacTBopenne
Telmisartan / Tenmucaptan Unit-1/ Ta6n.-1 93 % Not less than 75 % (Q) of the labeled amount
Unit-2 / Ta6in.-2 94 % of C33H1oN4O> (Telmisartan) in 45 min. /
Unit-3 / Ta6n.-3 94 % He menee 75 % (Q) oT HOMHHATIBEHOTO
Unit-4 / Ta6n.-4 92 9% conepxannst Ci33sHioN4O, (tenmucapran)
Unit-5 / Tabn.-5 93 % yepes 45 MHH.
Unit-6 / Tab1.-6 195 % B |
Hydrochlorothiazide / Unit-1/ Ta6n.-1 98 % Not less than 75 % (Q) of the labeled amount
T'uppoxyioporHazuj Unit-2 / Tabi.-2 100 % of C;H3CIN;04S; (Hydrochlorothiazide) in
| Unit-3 / Ta61.-3 101 % 45 min. /
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
IIpumeuanne: [Iponykr COOTBeTgTerT TpeboBanusam HJJ 3axmouenne: OJJOBPEHO
Prepared by / (’) . -5~ Checked by / Approved by: Manager/Executive /
HOILFOTOBHCHOW ITposepeHo: ([’ T\ ﬁl_ _ Onobpeno: Menemxep / Pykosojureis L
Date/ Y . y Date / Date / ~
Jara: 3011 -2¢0 24 Jara: 3p-t-262¢4 Jara: 20442
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CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIU3A

[Product : Telsartan H (Hydrochlorothiazide+Telmisartan) Tablets 12.5 mg+40 mg
Hpoayxkr: Tencaprau” H (ruppoxiopornasua+renmucapran) Tabnerku 12,5 Mr+40 mr
Market / PoiHoK : Russia / Poccus
Batch No. / . Batch Quantity / . 400000 tab /
Cepus Ne P C2415337 Pasmep cepun ' 400000 Ta6
Analytical Report No./ . 890001777444 Date of Analysis / . 26/11/2024
AHaguTHYECKHIT oTYeT Ne JaTa aHam3a
Date of Manufacture / . 25/10/2024 Date of Expiry / . 30/09/2026
JaTta npousBoacTBa Topen o
Mfg. License No. /
MpousBoacTBEeHHAs : 59/RR/AP/97/F/R MA number: / Homep PY : JIII-Ne(001632)-(PT-RU)
JIHUeH3us1 Ne
Analysis performed according ND / Ananns nposenen mo HJI: JITI-Ne(001632)-(PT-RU)-040823

Page3 of 7/Ctp.3m37

[No

I Test / TTokazaTean

Result / PezyasTaTh!

Specification / Hopma

He menee 75 % (Q) oT HOMUHAILHOTO

conepxanng CsHgCIN3O4S,

Unit-4 / Tabn.-4 100 %
Unit-5 / Tabn.-5 102 %
Unit-6 / Tab11.-6 99 %

(ruppoxnopotrazun) uepes 45 MuH.

Impurities / [Ipumecu

Telmisartan / Tenmucapran

Impurity A / Tlpumecs A

Impurity B / [Tpumecs B

Impurity D / [Ipumecs D

Impurity TMS1 /
ITpumecs TMS1

Dimer acid impurity /
JlMMepHOH KHCITOTEI

Chloro analogue impurity /
Xnopo aHaora

0.0047% / 0,0047%

Below LOQ (LOQ = 0.007 %) / Huxe
rnpezaena KOJIMYECTBEHHOTO ONPeENeHuUs
(TIKO = 0,007 %)

0.01%/0,01%

Below LOQ (LOQ = 0.008 %) / Hike
npeacia KOJUIYECCTBECHHOI'O onpeneneﬂm
(TTKO = 0,008 %)

Not detected / He 0bHapyxeHa
Below LOQ (LOQ = 0.007 %) / Huxe

npe,uena KOJTHYECTBCHHOTO ONPEACIICHUA
(TTKO = 0,007 %)

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 %

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

Not more than 0.20 % / He 6o5ee 0,20 %

Not more than 0.20 % / He 6o5ee 0,20 %

Remarks : The Product confirms to ND/ Conclusion : APPROVED /

IIpumeuanne: [Tponykt coorBeTCTBYET TpeboBanusam HJT 3axkmouenne: OJOBPEHO
)

Prepared by / P O (] Checked by / Approved by: Manager/Executive /

IT OBJICHO: 2 TIpoBepeHo: /7 -\ Onobpeno: Menemxep / Pykopauireis
OZArOT o posep ‘Lf/\{ 106p p/ Py ﬁjﬁi’i”
Date / 20~ - 20 Date / Date / /”/va"'*'f

Hara: e Hara: So~lr-2020y Hara: 20
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CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJIW3A

Product : Telsartan H (Hydrochlorothiazide+Telmisartan) Tablets 12.5 mg+40 mg
Hpoayxr: Tencapran” H (ruapoxnopornasiat+renmucapran) tabnetku 12,5 mr+40 mr

Market / Poinox : Russia / Poccus

Batch No. / . Batch Quantity / . 400000 tab /

Cepun Ne : (B2RIS55 Pasmep cepun 400000 tab

Analytical Repourt No./ . 890001777444 Date of Analysis / . 26/11/2024
AHanuTHYeCKHH oTueT No Jara anaimsa

Date of Manufacture / . 25/10/2024 Date of Expiry / . 30/09/2026

JlaTa npoussojctea TI'ogen no

Mfg. License No. /

IIpouseoacTBeHHasn : S9/RR/AP/97/F/IR MA number: / Homep PY : JIII-Ne(001632)-(PI'-RU)
JHueH3ust Ne

Analysis performed according ND / Ananu3s nposegen no HJI: JITI-Ne(001632)-(PI'-RU)-040823

Page4 of 7/Crp. 4m3 7

Total impurities /
CymMa npumeceii

0.04%/0,04%

Ne | Test / IToxazaTtean Result / Pe3yabTaThl Specification / Hopma
Any unspecified impurity / Not more than 0.20 % / He Gonee 0,20 %
EnunnyHas 0.01%/0,01%
HEeUIeHTU(ULIMPOBaHHAS
IPUMECH

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

Hydrochlorothiazide /
I'mapoxnoporuaszun

Impurity A / Tlpumecs A
Impurity B / Tlpumecs B
Impurity C / ITpumecs C
Any unspecified impurity /
Envanunas
HeUuAeHTHHLIMPOBaHHA

IpUMeECh

Total impurities /
CymmMma npumeceh

Not detected / He 0OHapyxeHa
0.04%/ 0,04%

0.06% / 0,06%

Not detected / ne obHapyxeHa

0.1%/ 0,1%

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

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

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

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

BOOBI

6 |Water content / Copepxanue

1.8%/1,8%

Not more than 6.0 % / He 6onee 6,0 %

Remarks : The Product confirms to ND/
Ipumeuanme: [IponykT coorBeTcTBYeT TpeboBanusaM HJT

Conclusion : APPROVED /
3axmouenne: OJJOBPEHO

Prepared by / o~ O o -‘Checked by/ Approved by: Manager/Executive /
IMoarotoseHo: W [MposepeHo: (T N~ Onobpeno: Menexep / Pyxoao,}:-nenb
Date / 20|~ Qo2 / Date / Date / _’I‘IJ/”/”QV‘]
Jara: 3 , Jlara: S0~ 26284 Hara:




Dr.Reddy’s ":

CERTIFICATE OF ANALYSIS

CEPTUOHUKAT AHAJIM3A

[Product : Telsartan H (Hydrochlorothiazide+Telmisartan) Tablets 12.5 mg+40 mg
[Mpomyker: Tencaprad” H (ruapoxiopotuasua+renmucapran) Tabaetku 12,5 mr+40 mr

Market / Peinok : Russia/ Poccus

Batch No. / . Batch Quantity / . 400000 tab /

Cepnsi Ne P C2415337 Pazmep cepun * 400000 Tab

Analytical Repovrt No./ . 890001777444 Date of Analysis / . 26/11/2024
AHaanTHYecKHii oTueT Ne Jara ananmusa

Date of Manufacture / . 25/10/2024 Date of Expiry / . 30/09/2026

Jara npousBogcTBa T'open oo

Mfg. License No. /

IpoussoacTeenHas : 59/RR/AP/97/F/IR MA number: / Homep PY : JII1-Ne(001632)-(PT'-RU)
JInmeH3us Ne

Analysis performed according ND / Ananns nposenen mo H/: JITI-Ne(001632)-(PT-RU)-040823

PageSof 7/Crp.5u37

Ne |Test/ITokaszarein

|Result / Pe3yabTaThl

|Specification / Hopma

7 |Uniformity of dosage units / OqHOpPOAHOCTH JO3HPOBAHHBIX eAHHHI

Telmisartan / TenmucapTan

Hydrochlorothiazide /
Tuppoxnoporuazug
8 |Microbiological purity* / Muk

2.1/2,1

6.3/6,3

The acceptance value (AV) should be less
than or equal to 15.0 / Tlokasatens
npuemnemMoctu (AV) noikeH O65ITh He Honee
15,0

00HOJIOrHYecKass YucToTa ™

a) Total Aerobic Microbial
Count / Obmiee ynciao
a’pOOHBIX MUKPOOPTaHU3MOB

Less than 10 CFU/g/
Menee 10 KOE/r

Not more than 10° CFU/g /
He 6osee 10° KOE/r

b) Total Combined Yeast and
moulds count / Oblee Yucio
JPOMOKEBBIX W TIECHEBBIX
rpubos

Less than 10 CFU/g/
Menee 10 KOE/r

Not more than 10* CFU/g /
He 6onee 10> KOE/r

¢) Escherichia Coli

Absent in 1 gram /
OrcytctByeT B 1 T

Shall be absent in 1 gram /
OrcyrctBUe B 1 T

9 |Assay / KoanuecTBeHHOe onpesieieHHE

Telmisartan / Tenmucapran

Hydrochlorothiazide /
T'ugpoxnopotuasu

40.1mg / 40.1mMr

12.832mg / 12,832mr

38.0 mg to 42.0 mg of C33H30N4O;
(Telmisartan) per tablet. /

Ot 38,0 Mr 510 42,0 Mr C33H30N4O;
(TenMucapTaH) B TabneTKe.

11.875 mg to 13.125 mg of C7/HsCIN3O4S;
(Hydrochlorothiazide) per tablet. /

Ot 11,875 mr go 13,125 mr C7HsCIN;O4S;

|(rnapoxnopoTuaska) B TabJIETKE.

Remarks : The Product confirms to ND/
ITpumeuanmne: [Iponykr coorsercrayet TpeboBanusam HJJ

Conclusion : APPROVED /
3akmouenue: OJJOBPEHO

Prepared by / (} &}"’f Checked by / Approved by: Manager/Executive /
TMoaroToseHo! == IMposepeno7 Onobpeno: Menemiep / P):E&B{_QJI HTeh
Date / OI-Qon 4 Date / Date / 1R
JlaTa: 3 JaTa: Beo -1~ 209284 Jlata: ")0/”’ ’/‘7




Dr.Reddy’s Q‘:‘

CERTIFICATE OF ANALYSIS
CEPTHD®HKAT AHAJIU3A
[Product : Telsartan H (Hydrochlorothiazide+Telmisartan) Tablets 12.5 mg+40 mg
HMponyxkr: Tencapran®™ H (ruapoxiopotnasua+renmucapran) Tabnetku 12.5 mr+40 mr
Market / PbiHoK : Russia / Poccus
Batch No. / . Batch Quantity / . 400000 tab /
|Cepusi Ne Al Pasvep cepun * 400000 Tab
:;\nalytlcal Repovrt No./ . 890001777444 Date of Analysis / . 26/11/2024
HAJIHTRYECKHH oTueT No Jara aHanuza
Date of Manufacture / . 25/10/2024 Date of Expiry / . 30/09/2026
Jata npousBoacTea Iosen 10
Mfg. License No. /
ITponsBoacTBennas : 59/RR/AP/97/F/R MA number: / Homep PY : JIII-Ne(001632)-(PI'™-RU)
JuneH3ns Ne

| Analysis performed according ND / Anains mposenen mo H: JITI-Ne(001632)-(PI'-RU)-040823

Page6of 7/ Crp. 6 u3 7

Ne |Test/ IlokazaTenn

Result / Pe3yibTaThi

[Specification / Hopma

10 |Packaging / Onucanue
YNaKOBKH

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

ITo 7 tabnerox B 6auctepe u3 (IIBX/AVIIA) ponsru/antomunnesoii Gonsru. Io 4
OnMcTepa BMECTE ¢ MHCTPYKLHEH [0 IPUMEHEHHIO (JINCTKOM-BKJIA/BIILIEM) B TAYKY
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 / *[TpoBOHTCS TIPOM3BOIUTENEM IIPH BBIITYCKE NEPUOLUYECKH (C HHTEPBaNoM ofHa cepys u3 20 win He MeHee | pasa B rox).
Toxasarens MOXKeT ObITh HE BIVIIOUYCH B CEPTH(UMKAT aHaM32 PUPMEL

npousBoaunTtesisa I'JID:

API name (INN) / Hydrochlorothiazide / Telmisartan /
HanmenoBanne A®C (MHH): T'uppoxnopornasua Teamucapran
API manufacturer batch number /

22
Homep cepun npoussoauTtens ADC: 027HCIORIL ABQHO000201
FP Manufacturer API Batch number /
Homep cepun cy6cTaHINH FCPAO01752 FCQA00168

API Manufactured by & country /
IIpouseogurens A®C, cTpana:

Ipca Laboratories Limited, India /

Hnxa Jlaboparopus Jlumuten, Mupus

Dr. Reddy’s Laboratories Ltd., India /
H-p Pennw’c JlaGoparopuc JIta.,
HNunus

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

Survey No. 41, (Formulations Technical Operations -~ Unit-IIT), Bachupally
Village, Bachupally Mandal, Medchal Malkajgiri District., Bachupally (V),

rrRemarks : The Product confirms to ND/

~

IIpumeuanue: IIponyxT cooTBeTcTBYeT TpeboBanusm HII

Conclusion : APPROVED /
3axmouenue: OJJOBPEHO

e

Prepared by / /7 ] Checkedby/ _
HOHFOTOBHCHO%B'é)V‘/ npoacpcm@‘ N\ —~F
|

Approved by: Manager/Executive /
Onobpeno: Menenxep / Pyk@BoauTens
p P M

Date /
Jara:

B0-(-202 2

Date /
JaTa:

Date /
JlaTa:

=0 ~(l -~ 2024/

3 O/U/W”y




Dr.Reddy’s €:¢

CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIM3A

[P—roduct : Telsartan H (Hydrochlorothiazide+Telmisartan) Tablets 12.5 mg+40 mg
Ipoaykr: Tencapraun® H (ruapoxnopornasiatrenmucapran) Tabuaetku 12,5 Mr+40 mr

Market / Poinox : Russia / Poccus

Batch No. / . Batch Quantity / . 400000 tab /

Cepnst Ne rC2415337 Pasmep cepun " 400000 Tab

Analytical Repog't No./ . 890001777444 Date of Analysis / . 26/11/2024
AHanHuTHYECKHUI oTueT Ne Harta anaansa

Date of Manufaclfure / . 25/10/2024 Date of Expiry / . 30/09/2026

JlaTa nponsBoacrsa Topen 1o

Mfg. License No. /

NpoussoacTeennasn : 59/RR/AP/97/F/R MA number: / Homep PY : JIII-Ne(001632)-(PT"-RU)
JuueH3us Ne

Analysis performed according ND / Awasmn3 nposeaen no HJI: JITI-Ne(001632)-(PT'-RU)-040823
Page7 of 7/Crp. Tm3 7

HanmeHnoBanue, agpec, THUEH3HA A0 Bachupally (M), Medchal - Malkajgiri (Dist.), Telangana State, India (license
IlponsBoacTBeHHas MaowagKa / No 59/RR/AP/97/F/R
Vyacrok Ne 41 (ITpousBoacreeHHOe noapasaenenue-IIT), bauynanau
Buinamk, badynannm Manpan, Meauan Mankamxrups JJUCTpHKT,
Bauynammu (B), bauynanu (M). Menuan-Mankamkrupy ([I), wrat Tenanrana,
Wnnus (nunenzus 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».

3akJiir0ueHHe 0 COOTBeTCTBHH: «HacTosIIMM s MOATBEPK Ak, YTO MPUBEAEHHAs BhILIE HHPOPMALHS SIBISCTCS
AOCTOBEPHOH W TOYHOW. DTa cepus MPOAYKLUMH MPOHM3BEAEHa (BKJIOYas YNMAKOBKY (MapKUPOBKY) M KOHTPOJb
Ka4YeCcTBA) HA BBINIECYKA3aHHOM MPOU3BOACTBEHHOM IUIowagke (MUIOLIAAKaX) B IOJHOM COOTBETCTBHH C
TpeGoBanusamu [IpaBun Hagnexaiiell MPOU3BOACTBEHHON MpPAKTUKHM EBpa3suilcKOro 3KOHOMHYECKOrO COI03a U
TpeGOBaHUAMH KOHTPOJISl KayecTBa JIEKAPCTBEHHBIX CPEACTB, a TAKXe B COOTBETCTBHH CO CreLU(HKaIHIMH,
COIEPXKALIMMHCS B PETUCTPALIMOHHOM J0Che CTPAHbI-UMIIOpTEpa. 3aliCcH MO MPOU3BOJCTBY, YIIAKOBKE H aHAJIM3Y
IPOBEPEHBI, H YCTAHOBJIEHO MX COOTBETCTBHE TpeboBaHuAM [IpaBun Haanexauien Npou3BOACTBEHHON MPAKTHKU
EBpa3uiickoro 3KOHOMH4ECKOT0 COK03a».

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
Hpumeuanwue: [Iponykt cooTBeTcTBYeT TpeboBanusM HJJ 3aknrouenune: OJIOBPEHO
e,

Prepared by / % Checked by/ Approved by: Manager/Executive /
[MoaroToBneno [Tposepenoy7 Onobpeno: Menemxep / PykosomiTess
(D) kil BB

P

Date / 20-¢ ~Q01 4 Date / ' Date / -,n‘»{/
Hara: 2 Hara: A0 1~ 20244 | Nara: 2% oA \/




