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Or. Reddy's Laboratories Ltd.
Formulation Unit-6

Vill. Khol, Malagarh Road, Baddi,
Disti. Solan. H.P,, 173 205, INiDIA
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CERTIFICATE OF ANALYSIS
CEPTUDPUKAT AHAJIM3A

Page 1 0of 10/ Ctp. 1 u3 10

Product : Ibuclin, film-coated tablets, 400 mg + 325 mg
Mpoaykr: U6ykaun®, Ta6eTk, NOKPLIThIE MJIEHOYHO# 060s10uKoii, 400 Mr + 325 Mr

Market / Poinok :Russia / Poccus

Batch No / . Batch Quantity / . 800000.0 tab /

Cepusi No : V2402269 O0beM cepun " 800000.0 Tab

Analytical Repourt No/ - 040002724439 Date of Analysis / - 12.11.2024

Ana/mmTHyeckHii oTyer No Jarta ananu3a

Date of Manufacture / - 10/2024 Date of Expiry / - 09/2029

JdaTa npousBoacTBa I'open po

Mfg. License No. / MA number: /

IlpousBoacTBeHHAS : MNB/05/263 ) ¢ JIII-Ne(003654)-(PT'-RU)
Homep PY

nunen3usa No

Analysis performed accordingﬁD: / Anann3 npoBenexd mo HJI: JIH-NQ(OO3654)-(PF-RU)-i01 123

Ne |Test/ IToka3aTeib

Results/ PesyabTaTnl

Specification / Hopma

Appearance /
1 |Onuncanne

Orange film-coated, capsule-shaped,
one-side scored tablets; white core at
the cross-section. / Tabnertkn
KarncyJnoBHIHOH (OpMBI, MOKPHITHIE
TUIEHO4HOH 060M104KO0# OpaHkKeBOro
LiBETa, C PUCKOH Ha OJJHO} CTOPOHE;
Ha MOIEPEYHOM paspese — SApo
OeJioro nBera.

Orange film-coated, capsule-shaped, one-side
scored tablets; white or off-white core at the
cross-section. / TabneTku kancynoBUaHON
(OpPMBI, MOKPBITHIE TICHOUHOH 006010UKOH
OpaHXEBOT'O [1BETa, C PUCKOI Ha OJJHOM CTOPOHE;
Ha [IOTIEPEYHOM pa3pese — AP0 Oesoro win
noyTH Oenoro 1BeTa.

Remarks : The Product conforms to ND/
Ilpumeuanue: [Ipoaykr cootBercTBYET TpeboBanusM HJI

Opinion : APPROVED
3akmouyenne: OJOBPEHO

Prepared by /

Maurya

IToarorosneno: Santosh Kumar

Checked by /
IMporepeHo: Pawan Kumar

£

Approved by: Manager/Executive
/Ono6peHo: Menemxep /
PyxoBonutenp Am&t/ Kumar

~

/"

Reprint Date:
Hara: 12.11.2024

Reprint Date:
Hara: 12.11.2024

Reprint Date:¥
Jata: 12.11.2024

Hydarabad - 500022, Telangana, india
Email: maili@drreddys.com




Dr.Reddy’s ‘;‘

Dr. Reddy's Laboratories Ltd.
Formulation Unit-6

Vill. Khol, Nalagarh Road, Ba4ddi.
Distt. Selan, H.P, 173 205, 114DIA
Tel : +91 93166 56001-02

vrensid e mevie
PG Y S 00

CERTIFICATE OF ANALYSIS
CEPTUOHUKAT AHAJIM3A

Page 2 of 10/ Cp. 2 u3 10

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg

Mpoayxr: M6ykaun®, TabJjeTKH, HOKPBITbIE IICHOYHOI 060/104K0ii, 400 Mr + 325 Mr

Market / PeiHok :Russia / Poccus

Batch No / . Batch Quantity / ~800000.0 tab /
Cepust No : V2402269 O0nem cepuu " 800000.0 Tab
Analytical Repo:‘t No / - 040002724439 Date of Analysis / - 12.11.2024
AHaJHTHYECKHUI oTueT No JlaTa ananu3a

Date of Manufacture / - 10/2024 Date of Expiry / - 09/2029
JaTa mpou3BoaCTBA T'open g0

Mfg. License No. / MA number: /

IIpouzBoacTBeHHast : MNB/05/263
JuieH3ys Ne

Homep PY : JIII-Ne(003654)-(PT'-RU)

Analysis performed according ND: / Anannz nposeaen no HJI: JITI-Ne(003654)-(PI'-RU)-101123

2 |Identification / Complies as prescribed/
IoaauHHOCTD CootBeTcTBYET

The retention times of the main peaks on the
chromatogram of the test solution should
correspond to the retention times of the peaks on
the chromatogram of ibuprofen and paracetamol
reference standards solution (section Assay) /
Bpemena yjaepxuBaHMsS OCHOBHBIX IIMKOB Ha
XpOMAaTOrpaMMe UCTIBITYEMOr0 pacTBOPa AOJDKHBI
COOTBETCTBOBATH BpeMeHaM YASP)KUBaHHs IHKOB
Ha XpoOMaTorpaMMe pacTBOpa CTaHAApPTHBIX
obpa3uoB ubynpodeHa u napaneramorna (pasjesn
«KonuyecTBEeHHOE ONpelieTICHIE»)

3 |Average tablets weight / 969.5 mg / 969.5 mr
Cpeaunss macca TabjaeTox

940.9 mg to 999.1 mg
(970.0 mg £ 3.0 %) /

Or 940,9 ML J0 999,1 MI
(970,0 mr % 3,0 %)

4 |Disintegration / 06 min 30 sec / 06 mun 30 cek  |Not more than 30 min /

Pacnapaemoctnb
|

He 6omnee 30 MuH

Remarks : The Product conforms to ND/
Ilpumeuanue: [Ipoaykt cooTBercTBYeT TpeboBanuaM HJL

Opinion : APPROVED
3akmouenne: OJJOBPEHO

Prepared by / Checked by /

=

[Toarorosneno: Santosh Kumar | Ilposepeno: Pawan Kumar /OnobpeHo: Menenxep /

Maurya % CL PykoBonutens Aer/t Kumar

Approved by: Manager/Executive

/ St

Reprint Date: Reprint Date: '

Hara: 12.11.2024 Jlata: 12.11.2024

Reprint Date:
Hara: 12.11.2024




Dr.Reddy’s €8

Dr. Reddy's L.aboratories [td.

Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P, 173 205, INDJA
Tel 1 +91 98166 56001-02

CERTIFICATE OF ANALYSIS
CEPTUDOUKAT AHAJIU3A

Page 3 0f 10/ Cp.3 u3 10

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg

IIpoaykr: H6ykann®, TabaeTKH, NOKPBITHIE MIEHOYHOH 000J04K0#, 400 Mr + 325 Mr

Market / PbiHoK :Russia / Poccus

Batch No / . Batch Quantity / ~800000.0 tab/

Cepus No i MEOEEeD Obnem cepun " 800000.0 Tab

Analytical RepO}'t No/ - 040002724439 Date of Analysis / - 12.11.2024

AHaIUTHYECKHIT oTgeT Ne JlaTa aHau3a

Date of Manufacture / - 10/2024 Date of Expiry / - 09/2029

HdaTa mpousBoaAcTBa T'ogen no

Mfg. License No. / MA number: /

HponsBoacTBeHHass : MNB/05/263 ) : JITI-Ne(003654)-(PT'-RU)
Homep PY

Jgunen3us No

Analysis perform_ed according ND; / Ananus nposeger no H/: JITII-Ne(003654)-(PT-RU)-101123

5 |Dissolution /

PacrBopeHnue
99 % to 104%

99 % to 102%

after

after

Not less than 70% (Q) of Ci3H 13Oz (ibuprofen)

30 min/

He menee 70 % (Q) Ci3HisO2 (Mbynpoden) uepes
30 muH
Not less than 70% (Q) of CsHoNO: (paracetamol)

30 min/

He menee 70 % (Q) CgHoNO: (nmapaueramonn)
uepes 30 MMH

Remarks : The Product conforms to ND/
Ilpumeuanue: Ilponykt coorBercTBYeT TpeboBanuam HJI

Opinion : APPROVED
3axmouenue: OJIOBPEHO

Prepared by / Checked by /
IMoxproroeneno: Santosh Kumar

Maurya @S

[IpoBepeno: Pawan Kumar

Approved by: Manager/Executive
/Ono6peHo: Menemxep /
PykoBoautenn AmiLt Kumar

-~ -

Reprint Date:
Hara: 12.11.2024

Reprint Date:
Hara: 12.11.2024

Reprint Date}/
Hara: 12.11.2024

load Mo, 2, Banjara Hills, Hyderabad - 500024, Telangana, india

Clid: LEDIO9RAP1984PLCCOAR0T7
wwwdrreddys.com

81402200 2989, Email: mail@drieddys.com
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Formulation Unit-6
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CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIN3A

173 205, 1DIA
91 98166 56001-02

Page 4 of 10 / CTp. 4 u3 10

Product : Ibuclin, film-coated tablets, 400 mg + 325 mg

Mpoaykr: Hoykaun®, Ta6ieTkH, NOKPBIThIE IIEHOYHOH 060104K0ii, 400 Mr + 325 Mr

Market / PeIHOK :Russia / Poccust

Batch No / . Batch Quantity / . 800000.0 tab /

Cepus Ne i V2402269 O0bem cepuu " 800000.0 Tab

gunalicalepost Nov . 040002724439 Date of Amalysis/ . 15 17 5024

AHaJquTHYecKHH oTyeT No JlaTa aHau3a

Date of Manufacture / - 10/2024 Date of Expiry / - 09/2029

JlaTa nnpoH3BoACTBA T'ogen go

Mfg. License No. / MA number: /

IIpon3BoacTBeHHAs : MNB/05/263 ’ . JITI-Ne(003654)-(PT-RU)
Homep PY

JuneH3us Ne

Analysis performed according ND: / Anajus nposegen no HA: JII-No(003654)-(PT'-RU)-101123

6 |Related substances / 0.0001% 4-aminophenol (paracetamol impurity) - not more
PoacTBeHHBIE IPUMECH than 0.005% /
Method 1/ Meton 1 4-amuHobeHon (nNpuMech TNapaueTamosia) He
oonee 0,005 %
Method 2 / Meron 2 0,040 Any individual impurity (of ibuprofen or
.04% paracetamol) - not more than 0.3% /
JIroGas envuuyHas npuMmech (MbynpodeHa unn
napatteramona) He 6onee 0,3 %
0.04% Total impuriti -
purities (Method 1+ Method 2) - not more
than 0.7% / Cymma npumeceit (Meron 1+ Merton
2) ue 6onee 0,7 %
7 |Water / Bopa 1.6 % Not more than 5.0% /
He 6onee 5,0 % -

Remarks : The Product conforms to ND/
IIpumeyanue: [Ipoaykt cooTBeTCcTBYET TpeboBanusaM HJI

Opinion : APPROVED
3akmouenune: OZOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive
IToarorosneno: Santosh Kumar [TpoBepeno: Pawan Kumar /Onobpeno: Menemxep /
Maurya ‘ PykoBogutens Amit Kumar
o At
Reprint Date: Reprint Date: Reprint Date: |
Hata: 12.11.2024 Jara: 12.11.2024 Hara: 12.11.2024

tmiails meil@drreddys.com

PLCC0AR07
wnvydrieddys.com




Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS
CEPTUOHUKAT AHAJIN3A

Dr. Reddy's Laboratorias Ltd
Formulation Unit-6
Vill, Khal, Malagarn Rosd, Baddi

2
Distt. Selan, H.2, 1

.
73 205

5, INDIA

Tel - +9

Page S of 10/ Cp. 5 u3 10

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
| IIpoayKT: N6ykaun®, TabeTKy, NOKPbITHIE IIEHOYHOii 060109K0i, 400 Mr + 325 Mr

Market / PoIHOK :Russia / Poccus

Batch No / . Batch Quantity / _ 800000.0 tab/

Cepus Ne A O6bem cepun " 800000.0 Tab

Analytical Repourt No/ - 040002724439 Date of Analysis / - 12.11.2024

AHaauTHYeCKHIt oTueT Ne Jarta ananusa

Date of Manufacture / - 10/2024 Date of Expiry / - 09/2029

JaTa mpou3BoaCTBa I'onen oo

Mfg. License No. / .

MpousBoacTBenuas - MNB/05/263 M, number:. . JITI-Ne(003654)~(PT-RU)
Homep PY

JHIeH3Ha No

Analysis performed according ND: / Ananu3 nposeaex nmo HJI: JIII-Ne(003654)-(PT-RU)-101123

8 |Uniformity of dosage
units /

OBHOPOAHOCTD
JIO3MpOBaHUA

- ibuprofen / ubynpoden

- paracetamol /
napaueTamol

1.9

1.7

Acceptance value (AV) should be not more than
15.0 / Ilokazarens npuemieMoctu (AV) H0JKeH
ObITh He Ooee 15,0

Acceptance value (AV) should be not more than
15.0 /Iloka3zarenp mpueMaeMocTH (AV) NOJoKEH
OLITE He Oouee 15,0

Remarks : The Product conforms to ND/
Hpumeuanne: [Ipoaykr coorBeTcTByeT TpeboBanusm HJI

Opinion : APPROVED
3akmouenne: OJJOBPEHO

Prepared by /
IMoarorosneno: Santosh Kumar

Maurya %

Checked by /

9

IIposepeno: Pawan Kumar

Approved by: Manager/Executive
/Ono6peno: Menemxep /
Pykoroautens Amit Kumar

'
[

Reprint Date:
Jarta: 12.11.2024

Reprint Date:

Jara: 12.11.2024

Reprint Date: ¥
Hara: 12.11.2024

is, Hydarabad - 500034,

il maill@direddys.com

Jeianzana, india
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Dr. Reddy's Laboratories [td.

Formulation Unit-6

Vill. Khol, Malagarh Road, Badj,
Distt. Solan, M.P, 173 205, 1NDIA
Tal - +91 98165 56001-02
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CERTIFICATE OF ANALYSIS
CEPTUDPUKAT AHAJIU3A

Page 6 of 10/ Cp. 6 u3 10

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg

Ipoayxr: Uoykann®, TabaeTkH, NOKPbITHIE LIEHOYHOH 060J104K0ii, 400 Mr + 325 Mr
poay M

Market / Poinok :Russia / Poccus

Batch No / . Batch Quantity / _ 800000.0 tab/

Cepust Ne $ V2402269 - Oo6bem cepuu " 800000.0 Tab

Analytical Repourt No / - 040002724439 Date of Analysis / - 12.11.2024
AdanaTayeckuii oTuer No JlaTa aHaau3a

Date of Manufacture / - 10/2024 Date of Expiry / - 09/2029

JaTa npou3BoacTBa TI'open no

Mfg. License No. / MA number: /

IIpou3BoacTBeHHAsA : MNB/05/263 Howmep PY . JIII-Ne(003654)-(PT-RU)

arueH3ud Ne

Analysis performed acEnrding ND: / Anaau3s nposenen nmo HJI: JIII-Ne(003654)-(PI'-RU)-101123

9 |Microbiological purity* /
Mukpob6Honorudeckas
yucToTa*
a) Total aerobic microbial NA Not more than 1000 CFU/g/
count / Obuiee 9ucio He 6onee 1000 KOE/r
a’pOOHbIX
MHKPOOPTaHH3MOB
b) Total combined yeasts NA Not more than 100 CFU/g /
and mould count / O6ee He Gonee 100 KOE/r
YHCIIO APOXOKEBBIX U
TIeCHEBBIX TpuboB
¢) E. coli NA Shall be absent in 1g / OtcyrctBHE B
Ir
Remarks : The Product conforms to ND/ Opinion : APPROVED

Ipumeuanune: [Ipoaykt cootBercTBYeT TpeboBaHusam HJI

3akmouenue: OJOBPEHO

Prepared by / Checked by /
[ToaroTosieno: Santosh Kumar | IlposepeHo: Pawan Kumar
Maurya

Approved by: Manager/Executive
/Onobpeno: Menemxep /
Pykosogurens Amif Kumar

.‘\-\:"/'

Reprint Date:
Jara: 12.11.2024

Reprint Date:
Jara: 12.11.2024

Reprint Dateyi
Jara: 12.11.2024
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Dr.Reddy’s Qf‘

Dr Reday's Laboratorias Ltd
Formulation Unit-6
Vill. iKhol, Malagarn Road, Baddi,

Distt. Solan, H.P, 173 205, iNDIA
Tal +91 92166 56001-02
AAALETTETGYS.CoMm

CERTIFICATE OF ANALYSIS
CEPTU®UKAT AHAJIU3A

Page 7 of 10/ Ctp. 7 u3 10

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
poayxr: M6ykun®, Ta6aeTKH, NOKPBITHIE NJIEHOYHOI 060J104K0#, 400 Mr + 325 Mr

Market / Peinok :Russia / Poccust

Batch No / . Batch Quantity / _ 800000.0 tab/
Cepus Ne $ V2402269 Oo0bem cepun ' 800000.0 Tab

Analytical Repo:‘t No/ - 040002724439 Date of Analysis / - 12.11.2024
AHanuTHYecKHii oTyeT No Jara anaiusza

Date of Manufacture / - 10/2024 Date of Expiry / - 09/2029

aTa IPOH3BOACTBA I'ogen no
Mfg. License No. / MA number: /
IMponzBoacTBEHHAS : MNB/05/263 ) : JITI-Ne(003654)-(PT'-RU)
Howmep PY
Junensus Ne |

Analysis performed according ND: / Ananun3 npoBened no HJI: JITI-Ne(003654)-(PI'-RU)-101123

10

Assay / KoauiecTBeHHOE
onpeejeHHe

405.0 mg / 405.0 mr

327.54 mg/ 327.54 mr

360.0 to 440.0 mg of C;3Hi30, (ibuprofen) per
tablet /

Ot 360,0 mr o 440,0 mr C3H 302 (Oynpoden) B
tabneTke

292.5 to 357.5 mg of CsHoNO; (paracetamol) per
tablet /

Ot 292,5 mr no 357,5 mr CsHoNO» (mapaueramon)
B TabJieTke

11

Package / YnakoBka

10 tablets in PVC/AI blister. 1
blister and a patient information
leaflet in a carton. / ITo 10 TabneTok
B [IBX/Al 6nuctep. 1o 1 6nuctepy
B Iayky KapTOHHYIO BMECTE C
HHCTPYKLMEN N0 PUMEHEHHIO.

10 tablets in PVC/Al blister. 1, 2 or 20 blisters and
a patient information leaflet in a carton. / Ilo 10
tabnerok B IIBX/Al 6nuctep. Ilo 1, 2 unu 20
OMMCTEPOB B Madky KapTOHHYIO BMeEcTe C
WHCTpYKUUEH Mo MPUMEHEHHIO.

12 | Labeling / MapkupoBka |According to ND. /B cootBerctuu ¢ HJI.
13 | Storage conditions / At temperature not more than 25 °C. /
XpaHnenne ITpu Temneparype He Bbiwe 25 °C.
14 | Shelf life / Cpox 5 years / 5 net
TOHOCTH

Note: References in the normative document are given to the Rus. Ph XIV.

Remarks : The Product conforms to ND/
IIpumeuanue: I1ponykrt coorBeTcTBYET TpeboBanusM HJI

Opinion : APPROVED
3axkmouenue: OJOBPEHO

R

Prepared by / Checked by /
[Toarorosneno: Santosh Kumar | IlpoBepeno: Pawan Kumar
Maurya

Approved by: Manager/Executive
/Opobpeno: Menenxep /
PykoBoautens Am_it(Eumar

Reprint Date:
Hara: 12.11.2024

Reprint Date: J

JlaTta: 12.11.2024

Reprint Date: Y
Hara: 12.11.2024

. Read o, 3, Banjara Hi

Hyderabad - 500024, Telangana, india
Emiail: mall@drreddys.com

Z004:07

. drrecddye. com
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CERTIFICATE OF ANALYSIS
CEPTUOHKAT AHAJIN3A

Page 8 of 10/ C1p. 8 u3 10

Product : Ibuclin, film-coated tablets, 400 mg + 325 mg
Hpoxyxr: Moykaun®, TablieTKH, NOKPLITHIE IIEHOYHOIi 06010uK0i, 400 Mr + 325 Mr

Market / Poinok :Russia / Poccus

Batch No / . Batch Quantity / ~ 800000.0 tab /

Cepus Ne $ V2402269 O6beM cepuu " 800000.0 Tab

Analytical Repo‘}rt No / - 040002724439 Date of Analysis / - 12.11.2024

AHajanaTHYecKHii oTder Ne - Jata ananusa

Date of Manufacture / - 10/2024 Date of Expiry / - 09/2029

JaTa Ipou3BoiCTBa T'open go

Mfg. License No. / .

TpousBoacTBeRNas . MNB/05/263 Sra numbendy) . JII-Ne(003654)-(PT-RU)
Homep PY

Jnnen3us Ne

Analysis performed accarding ND: / Ananu3 npoBejies 1o HJI: JITI-No(003654)-(PT-RU)-101123

* Performed by the manufacturer at release periodically: every 20-th batch or at least once a year. The
parameter may be absent from the Company's certificate of analysis.

[Tpumeuanue: CChblIKM B HOPMATUBHOM NOKyMeHTaUuH npuBeaenbl Ha 'O PO XIV.

* [IpoBOAUTCS POU3BOLUTENIEM NIPM BBIMYCKE NEPHOAHYECKH: JUIsl Kaxkaol 20-0H cepuu uik He MeHee 1 pasa B
rof. ITokasaTens MOeT ObITh He BKTIOUEH B cepTH(HHMKAT aHan3a GUPMBIL.

API name / HanmenoBanne AQC: Ibuprofen / Oynpoden Paracetamol / Ilapaneramon
INN/ MHH: Ibuprofen / M6ynpoden Paracetamol / [Tapauetamon
API manufacturer batch number / PIBM240157 4286/24-25

Homep cepun npoussoautens ADC:

FP Manufacturer API Batch number /

Homep cepun cyGcTaHIIHH IPOH3BOAHTE/IA FERA00524 FERA00440
[ JID:
Solara Active Pharma Sciences Sri Krishna Pharmaceuticals
API Manufactured by & country/ Limited, India / Conapa Sxrus Limited, India / lUpu Kpuiuxa
IIpouseoaurens ADC, eTpana: ®dapma Caitercus Jlumures, ®dapmackeroTukanc Jiumuren,
Nunus Nunus

Remarks : The Product conforms to ND/ Opinion : APPROVED

Ilpumeuanne: [Ipoaykr coorBercTByeT TpeboBanuam HJJ 3axmovenue: OJTOBPEHO

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

[Toarorosneno: Santosh Kumar | Ilpoeepeno: Pawan Kumar /OnobpeHo: Menemxep /

Maurya ;_‘%\ PykoBonutens Ami\t/Kumar

i
Reprint Date: Reprint Date: ' Reprint Date: 1
Hara: 12.11.2024 Jara: 12.11.2024 Jara: 12.11.2024

He, Hyderabad - 500024, Telangana, india

iinsil@drreddys.com

PLC004AR0T

VELOM




Dr. Reddy's l.aboratories ttd,

.. ® Formulation Unit-6

® Vill. Khol, Nalagarh Road, Baddi.

. Distt. Solan, H.P., 173 205, INDIA
Tel : +91 98166 56001-02
www . drreddys.com

Dr.Reddy’s @

CERTIFICATE OF ANALYSIS
CEPTUO®UKAT AHAJIM3A

Page 9 of 10/ CTp. 9 u3 10

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
\Mpoayxr: M6yknun®, TabneTkn, MOKPLITHIE IIEHOYHOH 060.104X0ii, 400 Mr + 325 mr
Market / PoiHOK :Russia / Poccus
Batch No / , Batch Quantity / ~ 800000.0 tab /
Cepust Ne § VA0zelY O6bem cepunu " 800000.0 Tab |
Analytical RCPOft No/ - 040002724439 Date of Analysis / . 12.11.2024
AHajguTH4ecKHH oTdeT No JaTa aHanm3a
Date of Manufacture / . 10/2024 Date of Expiry / - 09/2029
JaTa mpou3BoaCTBA T'onen no
Mfg. License No. / MA number: /
IIpon3BoacTBEeHHAS . MNB/05/263 : . JIII-Ne(003654)-(PI'-RU)
Homep PY
Junen3us Ne
Analysis performed according ND: / Anaau3 nposeaes no HJI: JITI-Ne(003654)-(PT-RU)-101123

Name, address, authorization No for FP Dr. Reddy's Laboratories Ltd., India, Formulation Unit-6, Vill. Khol,
manufacturing site / Control site / Release Nalagarh Road, Baddi, Distt. Solan (HP) 173205, India (license No
site / MNB/05/263) /

HaumeHoBaHuUe, agpec, TUIEH3IHA AJIS I-p Pennu’c Jlaboparopuc JIta., Uaaus, [Ipon3soacteenHoe
IIpousBoacTBenHast niomaaka / Ilnomanka nozpasnenenue-6, Bunn. Kxons, Hanarapx Poyn, banau, JlucTpukr
KOHTpoJisa kauecTBa / Ilomaaka BeITycKa Conan, X.I1., 173205, Unaus (uuensus Homep MNB/05/263)

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 (No. GMP/EAEU/RU/00554-2022 dt.
02 September 2022) 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».

3aKJ/I04eHHe 0 COOTBeTCTBHH: «HacTOAIMM 5 MOATBEPXKAAI0, YTO NPHBEICHHAA BhILIE HHPOPMALUS ABJIAETCS
JOCTODBEPIION M TOMHOM., DTa cepust MPOAYKLMM MPOMIREIAEHA (BWIONAL YHNAKOBKY (MAPKWPARKY) W KAHTPATE
KauecTBa) Ha BHILIIEYKA3aHHOMW MPOM3BOJACTBEHHOW MIomaAke (MUIOLIAAKaX) B IIOJHOM COOTBETCTBUU C
TpeGopanusamu [IpaBun Haexamei Npou3BOCTBEHHO! NMpakTHkK EBpasuiickoro skoHOMuYeckoro cotosa (Ne
GMP/EAEU/RU/00554-2022 ot 02 centsbps 2022) 1 TpeGoBaHMAMHU KOHTPOJIA KaYeCTBA JIEKAPCTBEHHBIX CPEICTB,

Remarks : The Product conforms to ND/ Opinion : APPROVED
Ipumeuanne: [Ipoayxt coorBeTcTBYET TpeGoBanusM HJJ 3axmouenne: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive
IMoarorosieHo: Santosh Kumar | [IpoBepeHo: Pawan Kumar /Onobpeno: Menemxep /
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CERTIFICATE OF ANALYSIS
CEPTH®HUKAT AHAJIHU3A

Page 10 of 10 / CTp. 10 n3 10

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg

Hponyxr: Hoykaun®, Ta6/1eTKH, NOKPBITHIE NJIEHOYHOI 060/104K0#, 400 Mr + 325 Mr

Market / PoiHOK :Russia / Poccys

Batch No / : Batch Quantity / ~800000.0 tab /

Cepus Ne g Vel Oo6bem cepuu " 800000.0 Tab

Analytical RCPOft No/ - 040002724439 Date of Analysis / . 12.11.2024

AnaauTudeckuii oTyeT Ne JlaTa anajmn3a

Date of Manufacture / - 10/2024 Date of Expiry / - 09/2029

JlaTa mpoM3BoJCTBa T'onen no

Mfg. License No. / MA number: /

IpouszeoacTBeHHas : MNB/05/263 ) . JITI-Ne(003654)-(PT-RU)
Homep PY

JuneH3us Ne

Analysis performed according ND: / Ananus nposeger no HJL: JIII-Ne(003654)-(PI'-RU)-101123

a TaKKe B COOTBETCTBUH CO crielUPUKaIUAMHU, COACPKAIUMUCA B PETUCTPALOHHOM JIOChE CTPaHBbI-UMIIOPTEpPA.
3anucy No MPOU3BOICTBY, YIIAKOBKE M aHANM3Y NPOBEPEHBI, U YCTAHOBJIEHO UX COOTBETCTBHE TpeboBaHusIM [IpaBui
HauesKaleii mpou3BOACTBEHHON MpakTukH EBpasuifckoro 3KOHOMHYECKOT0 COH3ay.

Remarks : The Product conforms to ND/ Opinion : APPROVED

Ipumeuanne: [Ipoaykr cooTBercTByeT TpeboBanuam HJI 3axmouenne: OJJOBPEHO

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

IToarorosneno: Santosh Kumar | [Ipoeepeno: Pawan Kumar /Opobpeno: Menemxep /

Maurya Gg Af‘\ Pykopoautens Amit Kumar
— N "
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