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CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIM3A

Page 1 0of 10/ Ctp. 1 u3 10

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
IpoaykKr: I/IﬁychmH®, Ta6JIeTKH, NOKPHITHIE MJIEHOYHOH 060J10uKoii, 400 Mr + 325 mr

Market / PpoiHoK :Russia / Poccus

Batch No / . Batch Quantity / ~ 800000.0 tab /

Cepnst Ne j Va02T0 Odbem cepun " 800000.0 Tab

Analytical Repovrt No/ - 040002730948 Date of Analysis / - 91.11.2024

AHanATHYeCKHi oTyeT No JaTa aHayiu3a

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

JlaTa npou3BoacTBa T'ogen go

Mfg. License No. / MA number: /

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

gunen3ust No ]

Analysis performed according ND: / Ananu3s nposeaen no HJI: JIII-Ne(003654)-(PI'-RU)-101123

Ne |Test / IlokasaTesnb Results/ PesyabTaTh! Specification / Hopma
Appearance / Orange film-coated, capsule-shaped, |Orange film-coated, capsule-shaped, one-side
1 |Onucaunue one-side scored tablets; white core at |scored tablets; white or off-white core at the
the cross-section. / Tabnetku cross-section. / TabneTku KancyjaoBUOHON

KarncyJoBUIHON GOpMBI, MOKPHIThIE | (HOPMBI, HOKPBITHIE INIEHOYHOH 000J1049KOH
IUIEHOYHOM 060JTOUKOt OpaHIKEBOTO | OPaHXEBOrO 1IBETa, C PUCKOH Ha OJHOM CTOpPOHE;
LIBETA, C PUCKOit Ha OHOM CTOpOHE; |Ha MOIIEPEUHOM pa3pese — AApo OENoro Uik

Ha MOTIEPEYHOM paspese — AAPo no4TH 6enoro 1BeTa.

OeJoro 1BeTa.

Remarks : The Product conforms to ND/ Opinion : APPROVED

TMpumeuanne: [Ipoaykr cooTBeTcTBYET TpeGopanmnsM HJI 3axmouenne: OJOBFEHO

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

[Toarotosneno: Santosh Kumar | [IpoBepeno: Pawan Kumar /Ono6peno: Menemtep /

Maurya A ) PykoBoautens Abhishek Chauhan
4 fe,g_ —'ilx._ = g ( et 7,

Reprint Date: Reprint Date: Reprint Date:

Jara: 21.11.2024 Hara: 21.11.2024 Jara: 21.11.2024

ierabad - 50024, Telangana, India
il mail@drraddys.com
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Dr. Reddy's Laboratories Ltd.
@ Formulation Unit-6

@
Dr, Reddy’s ‘-.. Vill. Khol, Nalagarh Road, Baddi,

Disit. Solan, H.P., 173 205, INDIA
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CERTIFICATE OF ANALYSIS
CEPTUOHUKAT AHAJIU3A

Page 2 of 10/ Cp. 2 u3 10

[Product : Ibuclin, film-coated tablets, 400 mg + 325 mg
Mponyxr: M6ykauu®, TabJeTKH, NOKPBITHIE MIIEHOYHOI 0605104KOii, 400 Mr + 325 mr

Market / PbiHOK :Russia / Poccus

Batch No / . Batch Quantity / _ 800000.0 tab /

Cepust Ne $ V2402379 O6bem cepHH " 800000.0 a6

Analytical Repourt No/ - 040002730948 Date of Analysis / . 91.11.2024

AHaJIHATHYECKHH oTuyeT No JlaTa aHaau3a

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

JaTa npou3BoacTBa T'onen no

Mifg. License No. / MA number: /

IIpousBoacTBEHNAS : MNB/05/263 : 1 JITI-Ne(003654)-(PI-RU)
Homep PY

JuneH3us Ne

Analysis performed according ND: / Ananus nposegen no HJI: JIII-Ne(003654)~(PI-RU)-101123

2 |Identification / Complies as prescribed/ The retention times of the main peaks on the
HoanuHHOCTH CooTseTcTBYET 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) /
BpemeHa yaepxuBaHHsS OCHOBHBIX IIHKOB Ha
XpOMAaTOrpaMMe HUCIBITYEMOr0 pacTBOPA JOJIKHEI
COOTBETCTBOBATh BpeMEHAM YAep>KUBaHUs ITHKOB
Ha XpOMarorpaMme pacTBOpa CTaHJapTHBIX
obpasiior ubynpodeHa u napaneramosa (pasaen
«KonnvecTBeHHOE ONpeieNeHHE)

3 |Average tablets weight / 974.6 mg / 974.6 Mr 940.9 mg to 999.1 mg
Cpeanss macca TadJIeTOK (970.0 mg = 3.0 %)/

Ot 940,9 MI o 999,1 MI
(970,0 mr + 3,0 %)

4 |Disintegration / 06 min 45 sec / 06 mun 45 cex  |Not more than 30 min /

Pacnagaemocthb He 6onee 30 muH
Remarks : The Product conforms to ND/ Opinion : APPROVED
Ilpnmeuanne: [Ipoaykr cooTBeTcTBYET TpeboBaHmsM HJT 3axntouenne: ONIOBPEHO
Prepared by / Checked by / Approved by: Managey/Executive
[Togroroeneno: Santosh Kumar [IpoBepeHo: Pawan Kumar /OnobpeHo: Mcne,n}xg’ /
Maurya @S . _-_1| PykoBoaurens Abhighek Chauflan

faat A | 1; - - e

Reprint Date: Reprint Date: Reprint Date: ~—
Hara: 21.11.2024 Jata: 21.11.2024 Hata: 21.11.2024
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CERTIFICATE OF ANALYSIS
CEPTUDHKAT AHAJIU3A

Page 3 of 10/ Cp. 3 u3 10

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

Mpoayxr: M6ykaun®, TabaeTKH, NOKPLITIE IVIEHOYHOl 060,104K0#, 400 Mr + 325 Mr

Market / PoiHOK :Russia / Poccus

Batch No / . Batch Quantity / ~800000.0 tab /

Cepust Ne ¥'V2402379 O06nbem cepun " 800000.0 Tab

Analytical Report No/ - 040002730948 Date of Analysis / - 9111.2024

AHanuTHYecKH#l oTueT No Jata anaauza

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

JlaTa npousBoacTBa T'onen oo

Mfg. License No. / MA number: /

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

JuneH3nsa Ne

Analysis performed according ND: / Axanans nposeges

o HJI: JIII-Ne(003654)-(PI'-RU)-101123

5 |Dissolution /

Pacreopenue
1 103 %

to 105%

99 % to 103%

Not less than 70% (Q) of Ci3His02 (ibuprofen)
after 30 min /

He menee 70 % (Q) Ci3Hi30, (ubynpoden) uepes
30 MuH

Not less than 70% (Q) of CsHoNO: (paracetamol)
after 30 min /

He menee 70 % (Q) CsHgNO: (napaneramon)
yepe3 30 MUH

Remarks : The Product conforms to ND/

IIpumeuanue: [IponyxT cooTBeTcTRYET TpeboBaHUsAM H/I

Opinion : APPROVED
3axmouenne: OJJOBPEHO

IIposepeno: Pawan Kumar

Prepared by / Checked by /
IMoaroTosneno: Santosh Kumar
Maurya d ﬁ %l_ i

Approved by: Manager{-' xecutive
/Onobpeno: Menemxep
Pykosomutens Abhish¢k Chalfban

Reprint Date:
JHara: 21.11.2024

Reprint Date:
Hata: 21.11.2024

Reprint Date:
Hata: 21.11.2024

Baninr Hills, Hydarabad - 500024, Teiancana, India

L& 2, Emnil maildireddys com
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Dr.Reddy’s €3¢

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

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

v drreddys.com

CERTIFICATE OF ANALYSIS
CEPTUO®UKAT AHAJIM3A

Page 4 of 10/ CTp. 4 u3 10

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

Hponyxrt: M6ykaun®, TaGieTku, NOKpbITHIE NJIEH04HOl 060104K0i, 400 Mr + 325 mr

Market / PeiHoK :Russia / Poccus

Batch No / . Batch Quantity / ~ 800000.0 tab /

Cepust Ne { V2402375 O0beM cepun " 800000.0 Tab

Analytical Rep0ft No/ - 040002730948 Date of Analysis / . 21.11.2024

AHaJHTHYECKHI oTueT No JlaTa aHaausa

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

JlaTa Ipon3BOACTBA T'onen mo

Mfg. License No. / ]

IIpoH3BOACTBEHHAS : MNB/05/263 IS num DK . JITI-Ne(003654)-(PT-RU)
Homep PY

aunensus Ne

Analysis performed according ND: / Auanu3 npoeened no HJI: JIII-Ne(003654)-(PI'-RU)-101123

6 |Related substances / 0.0004% 4-aminophenol (paracetamol impurity) - not more
PoacrBeHHble npumMecH than 0.005% /
Method 1/ Meton 1 4-amuHodeHon (MpUMECh MapaueTamosna) He
oonee 0,005 %
Method 2 / Meton 2 Any individual impurity (of ibuprofen or
Below BDL/ Huxe mopora paracetamol) - not more than 0.3% /
perucTpaluu Jiobas enuHuuHas mpuMmech (UOynpodeHa HiIH
napaueramona) He 6onee 0,3 %
0.0004% Total impurities (Method 1+ Method 2) - not more
: : than 0.7% / Cymma npumeceii (Meron 1 + Meton
2) He 6oxee 0,7 %
7 |Water / Bona 1.6 % Not more than 5.0% /
He 6onee 5,0 %

Remarks : The Product conforms to ND/
Ipumeuanue: IlpoaykT cootBeTcTBYET Tpebosanuam HJI

Opinion : APPROVED
3aknaouyeHne: OZ[OBPFJHO

Prepared by / Checked by / Approved by: Managgr/Executive
[Toarotosineno: Santosh Kumar | [Iposepeno: Pawan Kumar /Ono6peHo: Menemxep /

Maurya ( ) ‘\;" PykoBoautens AbhE hek C h_{:y.*ﬂan
Reprint Date: Reprint Date: Reprint Date:

Hara: 21.11.2024 Hara: 21.11.2024 Hara: 21.11.2024
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Dr.Reddy’s €

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

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P, 173 205, INDIA
Tal . +91 93166 56001-02

v driaddys com

CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIM3A

Page 5 of 10/ Cp. 5 u3 10

Product: Tbuclin, film-coated tablets, 400 mg + 325 mg
Hpoayxr: M6ykaun®, TabaeTKH, NOKPbITHIE MJIEHOYHOI 060104K0ii, 400 Mr + 325 Mr

Market / Pbinok :Russia / Poccust

Batch No / . Batch Quantity / ~ 800000.0 tab /
| Cepust Ne } V2402379 O6beM cepuu " 800000.0 Tab

Analytical Report No/ - 040002730948 Date of Analysis / - 21.11.2024

AHanuTH4YecKHii oTyeT Ne JaTa ananusza

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

JlaTa npou3BoacTBa I'onen 1o

Mfg. License No. / )

Ipou3BoacTBeHHAs : MNB/05/263 LIS ok : JIII-Ne(003654)-(PI'-RU)

Homep PY
Jaunensus Ne

Analysis performed according ND: / Ananu3 nposeaer no HJI: JITI-Ne(003654)-(PI'-RU)-101123

8 |Uniformity of dosage
units /

OOHOPOAHOCTD
JI03UPOBaHUS

- ibuprofen / n6ynpoden

- paracetamol /
napaneTamolt

1.3

1.1

Acceptance value (AV) should be not more than
15.0 / ITokasatens npuemieMocTH (AV) foJkeH
OBITh He 6osee 15,0

Acceptance value (AV) should be not more than
15.0 /ITokazaTens npuemnaemMocty (AV) JoJKeH
65iTH He 6oJiee 15,0

Remarks : The Product conforms to ND/
IIpumeuanue: IlpoaykT coorBercTBYeT TpeboBaHUsiM HJI

Opinion : APPROVED
3akmouenue: OJOBPEHO

Prepared by /
[MoarorosieHo: Santosh Kumar

Maurya %‘

Checked by /
[TpoBepeno: Pawan Kumar
7

Approved by: Manager Executive
/Onobpeno: Menemiep|/
PykoBoaurens Abhishiek Chau{mn

(

Reprint Date:
Hara: 21.11.2024

Reprint Date: |

Jara: 21.11.2024

p—

Reprint Date:
Hara: 21.11.2024

Hilis, Hyderabad - 500024, Telang=na, india
Q, En

wail: ail@diraddys.com




Dr.Reddy’s Q':'

CERTIFICATE

OF ANALYSIS

CEPTUOUKAT AHAJIM3A

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

Vill. Khol, Nalagarh Road, Baddi,
Distt. Sclan, H.P., 173 205, INDIA
Tol: +91 98166 56001-02
vnsnedrieddys.com

Page 6 of 10/ Ctp. 6 u3 10

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

HponyxT: M6ykaun®, TaéneTkn, NOKPbITHIE MIEHOYHOI 060510uKOii, 400 Mr + 325 mr

Market / Poinox :Russia / Poccus

Batch No / . Batch Quantity / ~ 800000.0 tab /

Cepus Ne V20 O6beM cepun " 800000.0 Tab

Analytical Repovrt No / - 040002730948 Date of Analysis / . 91.11.2004
AHanuTH4YecKHii oTyeT No Jata anaanza

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

JaTa npon3goacTBA T'onen 10

Mfg. License No. / MA number: /

IlpouzBoacTBEHHASA : MNB/05/263 Howmep PY : JITI-Ne(003654)-(PI'-RU)

aunen3us No

Analysis performed according ND: / Ananu3 nposeaen mo H/L: JIII-Ne(003654)-(PI'-RU)-101123

9 |Microbiological purity* /
MukpoOHoJOrHYecKan
YHCTOTa™

a) Total aerobic microbial
count / Ob1Lee yucio
a’poOHbIX

MHKPOOPraHU3MOB

NA

b) Total combined yeasts NA
and mould count / Ob1wee
YHUCIIO IPOXKIKEBBIX U
TJIECHEBBIX IPUOOB

c¢) E. coli NA

Shall
ir

be

Not more than 1000 CFU/g/
He 6onee 1000 KOE/r

Not more than 100 CFU/g /
He 6onee 100 KOE/r

absent in 1g / OrtcyrctBue B

Remarks : The Product conforms to ND/
IIpumeuanue: IIponyrT cooTeeTCTBYET TRehopanMaM HJT

Opinion : APPROVED
3axmodenne; OJOBPEHO

Prepared by / Checked by /
[Toarororneno: Santosh Kumar ITpoBepeno: Pawan Kumar
Maurya Z

Approved by: Manager/Executive
/OpobpeHo: Menemxep /
Pykosomutens Abhishek Ch%han

(P

s

Reprint Date:
Hara: 21.11.2024

Reprint Date:
Hata: 21.11.2024

Reprint Date:
Jlara: 21.11.2024

,,,,,

ilis, Hyderabad - 500024, Telangana, india

', Enaflh mail@drreddys.com




Dr.Reddy’s ":'

CERTIFICATE OF ANALYSIS
CEPTUDPHUKAT AHAJIN3A

Page 7 of 10/ CTp. 7 u3 10

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

Tpoayxr: M6ykaun®, TabaeTKH, NOKPHITHIE IIEHO4HOIi 060s104K0ii, 400 Mr + 325 Mr

Market / PbiHok ‘Russia / Poccus
Batch No / ) Batch Quantity / ~ 800000.0 tab /
Cepus Ne $ V2402379 O6nem cepuu " 800000.0 Tab
Analytical Repovrt No/ - 040002730948 Date of Analysis / - 91.11.2024
AHajiMTHYecKHii oTueT No JlaTa ananu3za
Date of Manufacture / - 10/2024 Date of Expiry / - 09/2029
JaTta mpou3BocTBa Tonen oo
Mfg. License No. / MA number: /
Tpou3sBojicTReHHAA : MNB/05/263 ) 1 JII-Ne(003654)-(PT-RU)
Homep PY
auuen3us Ne |

Analysis performed according ND: / Ananu3 l'l]_Z)OBeIleH mo HJI: JITT-Ne(003654)-(PI'-RU)-101123

HUHCTPYKUHEHN N0 NIPUMEHEHHUIO.

blister and a patient information
leaflet in a carton. / ITo 10 TabneTok
B [IBX/Al 6nuctep. I1o 1 6aucrepy
B MayKy KapTOHHYIO BMECTE C

10 [Assay / KonnvyecTBeHHOE 360.0 to 440.0 mg of Ci3H130, (ibuprofen) per

onpeaeieHHe tablet /
407.7 mg / 407.7 mMr Ot 360,0 mMr no 440,0 mr Ci13H 302 (ubympoden) B

TabneTke

292.5 to 357.5 mg of CsHoNO, (paracetamol) per

tablet /
330.12 mg/ 330.12 Mr Or292,5 mr 1o 357,5 mr CsHoNO; (napaueramon)

! B TabneTKe

11 | Package / YnaxoBka 10 tablets in PVC/Al blister. 1 |10 tablets in PVC/Al blister. 1, 2 or 20 blisters and

a patient information leaflet in a carton. / Ilo 10
tabaerok B [IBX/Al 6nucrep. Ilo 1, 2 nnu 20
GAMCTEpOB B MayKy KapTOHHYIO BMECTE C
MHCTPYKLHEH MO MPUMEHEHHIO.

12 | Labeling / MapkupoBka |According to ND. / B cootBercTBuy ¢ HJL.
13 | Storage conditions / At temperature not more than 25 °C. /
XpaHenne ITpu Temmeparype He Bhine 25 °C.
14 | Shelf life / Cpok 5 years /5 ner
TOHOCTH

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

Remarks : The Product conforms to ND/
Hpumeuanue: [TpoaykT coorBercTByeT TpeboBaHnuaM HJL

Opinion : APPROVED
3akaouenne: OJOBPEHO

Prepared by / Checked by /
IMoaroroeneno: Santosh Kumar

Maurya ( :@/ P

| S

[IpoBepeno: Pawan Kumar

Approved by: Manager/Executive
/Ono6peno: Menemiep /
PykoBogutens Abhishek C}l}é/uhzm

Reprint Date:
Hara: 21.11.2024

Reprint Date:
Hara: 21.11.2024

Reprint Date:
Hara: 21.11.2024




Dr.Reddy’s “:‘.

CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIN3A
Page 8 of 10 / Cp. 8 u3 10

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

Ipoayxr: Hoykaun®, TabJeTKH, IOKPBITHIE MJIEHOYHOi 060.104K0if, 400 Mr + 325 Mr

Market / PeiHOK :Russia / Poccus

Batch No / ) Batch Quantity / ~800000.0 tab /

Cepusa Ne . V2402373 O6beM cepun " 800000.0 Tab

Analytical Repog‘t No/ - 040002730948 Date of Analysis / . 91.11.2024
AHaauTHuecKHii oTueT Ne HMara ananusa

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

JaTa npousBoJcTBa I'open oo

Mfg. License No. / .

IlpousBoacTBeHHAsN : MNB/05/263 MA.mumbery ;. JIII-Ne(003654)-(PT-RU)

Homep PY

_MueH3Hs Ne

Analysis performed according ND: / Auanu3 nposegen no HJI: JITI-Ne(003654)-(PI'-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.
IMpumeuanue: CCbUIKH B HOPMAaTHBHON JOKyMEHTalUNH npuseaeHsl Ha '@ PO XIV.

* [IpoBOAMTCS MPOM3BOJHTENIEM IIPH BBITYCKE NEPHOAUUECKU: AJ1g Kax a0 20-0if cepun unu He MeHee 1 pasa B
rog. IlokasaTens MoxeT GbITh He BKIIIOUEH B cepTU(UKAT aHanu3a GUpPMBIL.

Homep cepuu cyGcTaHUUH MPOU3BOAHTEIIS
T'JId:

API name / HaumenoBanne ADPC: Ibuprofen / U6ynpoden Paracetamol / [lapanietamon
INN / MHH: Ibuprofen / U6ynpoden Paracetamol / [Tapanieramon
API manufacturer batch number / PIBM240160 0541/24-25
Homep cepun nponssoantesns ADC:
FP Manufacturer API Batch number /

FERAO00525 FERAO00530

API Manufactured by & country /
Ipouzeogurens ADC, crpana:

Solara Active Pharma Sciences
Limited, India / Conapa OxTuB
®apma Caitencus Jlumures,

Unnus

Sri Krishna Pharmaceuticals
Limited, India / lllpn Kpnuna
®apmacsloTikanc Jlumuren,
Wunus

Remarks : The Product conforms to ND/
IIpumeuanue: ITpoaykt cooTBeTcTBYET TpeboBanusam HJJ

Opinion : APPROVED
3akmoyenue: OOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive
[Toarororneno: Santosh Kumar | [Ipoeepeno: Pawan Kumar /OpobpeHo: MCHE:,E[}KE:HI/
Maurya %_ 4 PyxoBomutens Abhishek C/ljéuhan
4 S =z
|
Reprint Date: Reprint Date: Reprint Date:
Hata: 21.11.2024 Jata: 21.11.2024 Jata: 21.11.2024




Dr.Reddy’s ‘:’

CERTIFICATE OF ANALYSIS
CEPTUDUKAT AHAJIM3A
Page 9 of 10/ C1p. 9 u3 10
Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
Hpoayxr: U6yknnn®, Ta61eTKH, DOKPLITHIE ILIEHOYHOH 060.104K0#, 400 Mr + 325 Mr
Market / PoiHok :Russia / Poccus
Batch No / ) Batch Quantity / _800000.0 tab /
Cepusi Ne g Enzens O6Bem cepuu " 800000.0 Tad
Analytical Repourt No/ - 040002730948 Date of Analysis / . 21.11.2024
AHanuTHdeckuii oTyer Ne Jlara aHanu3a
Date of Manufacture / - 10/2024 Date of Expiry / - 09/2029
JAaTa mpou3BOACTBA Toaen g0 ]
Mfg. License No. / MA number: /
IIpoussogcTBenHast : MNB/05/263 ) : JIII-Ne(003654)-(PI'-RU)
Homep PY

Juuen3us Ne B
Analysis performed according ND: / Ananus nposeaen no HJI: JIII-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) /

HaumMeHoBaHuUe, aJpec, NTULEH3US AJIA I-p Pepnu’c Jlaboparopuc JIta., Uuaus, ITponssoncteenHoe
IIpon3BoacTBeHHasi miuomaaka / Ilnomanka nozapazaenenue-6, B, Kxones, Hanarapx Poyn, bagnu, JIuctpukrt
KOHTpOJIs1 KayecTsa / Ilomanka BelmycKa Conan, X.I1., 173205, Uuaus (nunensust 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 contro] 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».

3akJo4eHne 0 cooTBeTcTBHH: «HacTosKM s MOATBEPXKAAl0, YTO MPUBENCHHAA BhIlle HHQOPMALIMS ABJIAETCS
JOCTOBEPHON M TOYHOM. DTa cepus NPOAYKIMH MpoU3BeleHa (BKIOUYas yNakoBKY (MapKHPOBKY) M KOHTPOJIb
KauecTBa) Ha BBHIIEYKA3aHHOW NPOU3BOACTBEHHOH mMaowmaake (MUIOMAAKaX) B TMMOJHOM COOTBETCTBHU C
TpeGosanusamu [IpaBun Hajjexaueil npOU3BOACTBEHHOM MpakTHKM EBpazsHicKOro S5KOHOMHUYECKOro corosa (Ne
GMP/EAEU/RU/00554-2022 ot 02 centsbpsa 2022) u TpebOBaHUAMH KOHTPOJIIS KQUECTBA JIEKAPCTBEHHBIX CPEJICTB,

Remarks : The Product conforms to ND/ Opinion : APPROVED
Ipumcranue: [poaykr coorperctnyet TpeGopaiimsiv HJT 3axmouenve: OJIORPEHO
Prepared by / Checked by / Approved by: Manager/Executive
[Toarorosneno: Santosh Kumar | I[IpoBepeHo: Pawan Kumar /Ono6peno: Menemiey /

Maurya :%ﬁ B . \ : PyKOBOJAUTENH Abhi!" 1ek C hafhan
Reprint Date: Reprint Date: Reprint Date: \
Hara: 21.11.2024 Hata: 21.11.2024 Hara: 21.11.2024
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CERTIFICATE OF ANALYSIS
CEPTUO®UKAT AHAJIM3A
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Product : Ibuclin, film-coated tablets, 400 mg + 325 mg
Hpogyxr: M6ykaun®, Ta61eTKH, NOKPHIThIE IIIEHOYHOI 060s10uK0it, 400 Mr + 325 Mr

Market / Poinok :Russia / Poccus

Batch No / ; Batch Quantity / . 800000.0 tab /

Cepusi N L V202870 O6bem cepuu ~ 800000.0 Tab

Analytical Repourt No / - 040002730948 Date of Analysis / - 21.11.2024

AnaanTuyeckuit ordert Ne JlaTa aHaau3a

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

JlaTa mpounsBoacTBa TI'oxen a0

Mfg. License No. / MA number: /

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

Junen3usa Ne - B

Analysis performed acc_ording ND: / Ananus nposeaen mo HJI: JIII-Ne(003654)-(PI'-RU)-101123

a TaKXX€ B COOTBETCTBHHU CO CHGL[I/I(bI/IKaU,PIHMI/I, COACpXKaIIUMHUCA B pErHCTPAllMOHHOM A0ChC CTPAHBI-UMIIOPTEpPA.
3anucu mno NMPOU3BOJCTBY, YIIAKOBKE U aHAIU3Y [IPOBEPEHEI, U YCTAHOBJICHO WX COOTBETCTBUC TpCGOBaHI/IﬂM HpaBym
Hajanexaleu HpOHSBO,IICTBCHHOﬁ MpaKTHUKHU EBpaBI/If/'ICKOFO 3KOHOMHYECCKOI'O COHO3a».

Remarks : The Product conforms to ND/
IIpumevanmue: [IponykT coorBeTcTBYeT Tpebopanusam HJT

Opinion : APPROVED

Prepared by / Checked by /
IMoarorosneHo: Santosh Kumar

Maurya %—‘ X
—

[IpoBepeHo: P‘awan Kumar

/Ono6peno: Menemikep /
Pyxosoaurens Abhishek (111auhan

Reprint Date:
Hara: 21.11.2024

Reprint Date:
Hara: 21.11.2024

Reprint Date:
Jara: 21.11.2024




